MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
09-048 SLR 025 8-MOP

17-055 SLR 012 A.P.L.

20-547 SLR 013 ACCOLATE
19-885 SLR 018 ACCUPRIL

18-662 SLR 038 ACCUTANE
18-662 SLR 039 ACCUTANE
18-662 SLR 040 ACCUTANE
20-184 SLR 004 ACEON

18-337 SLR 013 ACETAMINOPHEN
50-273 SLR 009 ACHROMYCIN
50-263 SLR 006 ACHROMYCIN V
50-263 SLR 007 ACHROMYCIN V
50-278 SLR 012 ACHROMYCIN V
18-707 SLR 001 ACLOVATE
18-702 SLR 005 ACLOVATE
20-883 SLR 003 ACOVA

19-594 SLR 011 ACTIGALL

20-747 SLR 002 ACTIQ

20-747 SLR 003 ACTIQ

20-907 SLR 003 ACTIVELLE
19-700 SLR 014 ACULAR

20-811 SLR 002 ACULAR PRESERVATIVE FREE
19-818 SLR 009 ADAGEN

20-198 SLR 003 ADALAT CC
11-522 SLR 017 ADDERALL 30
11-522 SLR 017 ADDERALL 7.5
19-937 SLR 015 ADENOCARD
20-059 SLR 004 ADENOSCAN
50-629 SLR 007 ADRIAMYCIN PFS
50-467 SLR 063 ADRIAMYCIN RDF
19-771 SLR 020 ADVIL COLD AND SINUS
20-402 SLR 002 ADVIL LIQUI-GELS
20-402 SLR 002 ADVIL MIGRAINE LIQUI-GELS
18-191 SLR 008 AFRINOL

21-007 SLR 009 AGENERASE
21-039 SLR 008 AGENERASE
20-912 SLR 007 AGGRASTAT
20-913 SLR 006 AGGRASTAT

Active Ingredient
METHOXSALEN

CHORIONIC GONADOTROPIN

ZAFIRLUKAST

QUINAPRIL HYDROCHLORIDE

ISOTRETINOIN

ISOTRETINOIN

ISOTRETINOIN

PERINDOPRIL ERBUMINE

ACETAMINOPHEN

TETRACYCLINE HYDROCHLORIDE
TETRACYCLINE

TETRACYCLINE

TETRACYCLINE HCL/MULTIPLE VITAMINS
ACLOMETASONE DIPROPIONATE
ALCLOMETASONE DIPROPIONATE

ARGATROBAN

URSODIOL

ORAL TRANSMUCOSAL FENTANYL CITRATE
ORAL TRANSMUCOSAL FENTANYL CITRATE
ESTRADIOL 1IMG/NORETHINDRONATE ACETATE 0.
KETOROLAC TROMETHAMINE OPHTHALMIC SOLUTI
KETOROLAC TROMETHAMINE OPHTH SOL 0.5%
PEGADEMASE BOVINE

NIFEDIPINE

DEXTROAMPHETAMINE SO4/AMPHETAMINE SO4
DEXTROAMPHETAMINE SO4/AMPHETAMINE SO4
ADENOSINE

ADENOSINE

DOXORUBICIN HYDROCHLORIDE

DOXORUBICIN

IBUPROFEN/PSEUDOEPHEDRINE HYDROCHLORIDE
IBUPROFEN

IBUPROFEN

PSEUDOEPHEDRINE SULFATE

AMPRENAVIR

AMPRENAVIR

TIROFIBAN HCL

TIROFIBAN HCL

Approval Date
16-Apr-84
23-Jan-98
12-Jun-00
17-Apr-01
1-May-00
1-May-00
1-May-00
21-Jul-97
26-Aug-92
20-Nov-91
15-Nov-91
15-Nov-91
15-Nov-91
3-Nov-83
26-Apr-96
22-Aug-00
24-Apr-92
26-Mar-99
26-Mar-99
11-Apr-00
27-Apr-01

7-Jul-00
10-Nov-92
7-Jul-94
25-Jul-97
25-Jul-97
20-Apr-99
10-Dec-97
4-Mar-99
4-Mar-99
23-May-01
23-Feb-98
23-Feb-98
15-Mar-96
9-May-01
9-May-01
23-Mar-01
23-Mar-01



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
20-333 SLR 004 AGRYLIN ANAGRELIDE HYDROCHLORIDE 13-Mar-00
12-003 SLR 016 AKINETON BIPERIDEN HYDROCHLORIDE 30-Jan-80
50-584 SLR 001 AKNE-MYCIN ERYTHROMYCIN 23-Apr-85
50-339 SLR 036 ALBAMYCIN NOVOBIOCIN SODIUM 24-Jun-82
04-589 SLR 011 ALCOHOL 10% AND DEXTROSE 5% ALCOHOL/NIACINAM/RIBOFL/THIAMINE/DEXTROS 11-Oct-85
04-589 SLR 011 ALCOHOL 5% AND DEXTROSE 5% ALCOHOL/NIACINAM/RIBOFL/THIAMINE/DEXTROS 11-Oct-85
12-616 SLR 062 ALDACTAZIDE SPIRONOLACTONE/HYDROCHLOROTHIAZIDE 21-Apr-99
12-151 SLR 060 ALDACTONE SPIRONOLACTONE 26-Mar-99
16-016 SLR 070 ALDOCLOR-250 METHYLDOPA/CHLOROTHIAZIDE 22-Aug-99
13-401 SLR 046 ALDOMET METHYLDOPA HYDROCHLORIDE 5-Aug-97
13-401 SLR 047 ALDOMET METHYLDOPA HYDROCHLORIDE 5-Aug-97
18-389 SLR 012 ALDOMET METHYLDOPA 5-Aug-97
18-389 SLR 013 ALDOMET METHYLDOPA 5-Aug-97
13-400 SLR 085 ALDOMET METHYLDOPA 10-Nov-98
13-402 SLR 081 ALDORIL D50 METHYLDOPA/HCTZ (ALDORIL) TABLETS 23-Jul-99
20-204 SLR 007 ALEVE NAPROXEN SODIUM 6-Mar-01
20-204 SLR 007 ALEVE (CAPLET) NAPROXEN SODIUM 6-Mar-01
21-076 SLR 001 ALEVE COLD AND SINUS NAPROXEN NA, 220 MG/PSEUDOEPHEDRINE HCL 15-May-00
19-353 SLR 013 ALFENTA ALFENTANIL HYDROCHLORIDE 30-Oct-95
20-207 SLR 001 ALKERAN MELPHALAN HYDROCHLORIDE 5-Jan-94
14-691 SLR 016 ALKERAN MELPHALAN 25-Aug-94
20-625 SLR 007 ALLEGRA FEXOFENADINE HCL CAPSULES 60MG 22-Dec-98
20-786 SLR 003 ALLEGRA-D FEXOFENADINE HCL/PSEUDOEPHEDRINE 22-Dec-98
20-191 SLR 001 ALOMIDE LODOXAMIDE TROMETHAMINE 0.1% OPHTH SOL 13-Mar-95
20-298 SLR 001 ALOPRIM ALLOPURINOL SODIUM 12-May-00
20-613 SLR 006 ALPHAGAN BRIMONIDINE TARTRATE OPHTHALMIC SOLUTION 13-Dec-99
20-613 SLR 008 ALPHAGAN BRIMONIDINE TARTRATE OPHTHALMIC SOLUTION 13-Dec-99
19-901 SLR 025 ALTACE RAMIPRIL 16-Dec-98
18-761 SLR 005 ALUPENT METAPROTERENOL SULFATE 10-Oct-86
15-874 SLR 035 ALUPENT METAPROTERENOL SULFATE 28-Apr-92
17-571 SLR 030 ALUPENT METAPROTERENOL SULFATE 29-Apr-92
17-659 SLR 029 ALUPENT METAPROTERENOL 2-Jul-92
16-402 SLR 035 ALUPENT METAPROTERENOL SULFATE 16-Jul-97
09-319 SLR 024 AMBENYL CODEINE PO4/BROMODIPHENHYDRAMINE HCL 10-Nov-93
19-908 SLR 009 AMBIEN ZOLPIDEM TARTRATE 1-Dec-99
20-763 SLR 001 AMERGE NARATRIPTAN TABLETS 25-Aug-00
20-763 SLR 002 AMERGE NARATRIPTAN TABLETS 25-Aug-00

15-230 SLR 023 AMICAR AMINOCAPROIC ACID 16-Apr-97



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
15-197 SLR 034 AMICAR

15-229 SLR 030 AMICAR

18-227 SLR 012 AMIDATE

18-590 SL 017 AMINOCAPROIC ACID
05-619 SLR 015 AMINOHIPPURATE SODIUM
50-754 SLR 002 AMOXIL

50-760 SLR 001 AMOXIL

50-761 SLR 001 AMOXIL

50-729 SLR 002 AMPHOTEC
16-848 SLR 013 ANADROL-50
16-848 SLR 016 ANADROL-50
19-906 SLR 022 ANAFRANIL
18-164 SLR 046 ANAPROX DS
50-461 SLR 133 ANCEF

20-489 SLR 004 ANDRODERM
21-015 SLR 001 ANDROGEL
08-453 SLR 019 ANECTINE
40-084 SL 015 ANEXSIA 10/660
18-766 SLR 001 ANSAID

21-057 SLR 002 ANTAGON
16-883 SLR 014 ANTIMINTH
11-556 SLR 045 ANTURANE
20-623 SLR 002 ANZEMET
20-624 SLR 002 ANZEMET
08-303 SLR 068 APRESOLINE
12-223 SLR 036 AQUAMEPHYTON
06-823 SLR 014 AQUASOL A
06-002 SLR 032 ARALEN

06-002 SLR 032 ARALEN HCL
09-509 SLR 019 ARAMINE
20-905 SLR 003 ARAVA

20-905 SLR 004 ARAVA

19-638 SLR 001 ARDUAN

20-036 SLR 015 AREDIA

20-036 SLR 016 AREDIA

20-690 SLR 008 ARICEPT

20-690 SLR 012 ARICEPT

20-541 SLR 002 ARIMIDEX

Active Ingredient
AMINOCAPROIC ACID

AMINOCAPROIC ACID
ETOMIDATE

SODIUM AMINOHIPPURATE
AMOXICILLIN

AMOKXICILLIAN

AMOXICILLIN

AMPHOTERICIN B
OXYMETHOLONE
OXYMETHOLONE
CLOMIPRAMINE HYDROCHLORIDE
NAPROXEN SODIUM
CEFAZOLIN SODIUM
TESTOSTERONE
TESTOSTERONE GEL
SUCCINYLCHOLINE CHLORIDE

FLURBIPROFEN

ORG37462(GANIRELIX ACETATE)250UG/0.5ML

PYRANTEL PAMOATE
SULFINPYRAZONE
DOLASETRON MESTLATE
DOLASETRON MESYLATE

HYDRALAZINE HYDROCHLORIDE (APRESOLINE)

PHYTONADIONE

VITAMIN A

CHLOROQUINE PHOSPHATE
CHLOROQUINE PHOSPHATE
METARAMINOL BITARTRATE
LEFLUNOMIDE
LEFLUNOMIDE
PIPECURONIUM BROMIDE
PAMIDRONATE DISODIUM
PAMIDRONATE DISODIUM
DONEPEZIL HCL
DONEPEZIL HCL
ANASTROZOLE

Approval Date
3-Apr-00
3-Apr-00

26-Feb-99
9-Sep-99
2-Nov-99
16-May-00
16-May-00
16-May-00
27-Aug-97
15-Jul-93
15-Jul-93
4-Jan-99
15-Dec-93
29-Jul-99
18-Mar-98
7-Jun-00
2-Oct-00
13-Mar-00
5-May-89
15-May-01
19-Jan-89
7-Apr-86
25-Jan-99
25-Jan-99
28-Feb-96
18-May-01
9-Jun-00
18-Feb-93
18-Feb-93
22-Dec-87
23-Feb-00
23-Feb-00
24-Dec-91
22-Sep-98
22-Sep-98
28-Feb-00
28-Feb-00
6-Feb-98



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
11-161 SLR 049 ARISTOCORT
11-685 SLR 020 ARISTOCORT
12-802 SLR 024 ARISTOCORT
16-466 SLR 026 ARISTOSPAN
06-773 SLR 022 ARTANE

20-607 SLR 005 ARTHROTEC
19-651 SLR 010 ASACOL

19-651 SLR 011 ASACOL

20-114 SLR 002 ASTELIN

20-838 SLR 008 ATACAND

10-392 SLR 041 ATARAX

10-485 SLR 018 ATARAX

17-794 SLR 022 ATIVAN

18-140 SLR 026 ATIVAN

16-099 SLR 060 ATROMID-S
17-106 SLR 014 ATROPEN

20-228 SLR 001 ATROVENT
19-085 SLR 014 ATROVENT
50-575 SLR 023 AUGMENTIN '250'
50-597 SLR 028 AUGMENTIN '250'
50-725 SLR 002 AUGMENTIN '400'
50-726 SLR 002 AUGMENTIN '400'
50-720 SLR 003 AUGMENTIN '875'
50-404 SLR 013 AUREOMYCIN
20-758 SLR 018 AVALIDE

21-071 SLR 006 AVANDIA

20-757 SLR 017 AVAPRO

06-530 SLR 008 AVC

21-085 SLR 004 AVELOX

21-085 SLR 005 AVELOX

14-685 SLR 021 AVENTYL HCL
14-685 SLR 024 AVENTYL HCL
19-508 SLR 030 AXID

18-405 SLR 016 AYGESTIN

50-580 SLR 028 AZACTAM

50-580 SLR 031 AZACTAM

50-632 SLR 009 AZACTAM

20-428 SLR 013 AZELEX

Active Ingredient
TRIAMCINOLONE

TRIAMCINOLONE DIACETATE
TRIAMCINOLONE DIACETATE
TRIAMCINOLONE HEXACETONIDE
TRIHEXYPHENIDYL HYDROCHLORIDE
DICLOFENAC SODIUM/MISOPROSTOL
MESALAMINE

MESALAMINE

AZELASTINE HYDROCHLORIDE
CANDESARTAN CILEXETIL

HYDROXYZINE HYDROCHLORIDE
HYDROXYZINE HYDROCHLORIDE
LORAZEPAM

LORAZEPAM

CLOFIBRATE

ATROPINE

IPRATROPIUM BROMIDE

IPRATROPIUM BROMIDE
AMOXICILLIN/CLAVULANATE POTASSIUM
AMOXICILLIN/CLAVULANATE POTASSIUM
AMOXICILLIN/CLAVULANATE POTASSIUM
AMOXICILLIN/CLAVULANATE POTASSIUM
AMOXICILLIN/CLAVULANATE POTASSIUM Q12H
CHLORTETRACYCLINE HYDROCHLORIDE
HCTZ/IRBESARTAN TABS 75/12.5MG/150/12.5M
ROSIGLITAZONE

IRBESARTAN TABS 75/150/300MG
SULFANILAMIDE

MOXIFLOXACIN HCL

MOXIFLOXACIN HCL

NORTRIPTYLINE HYDROCHLORIDE
NORTRIPTYLINE HYDROCHLORIDE
NIZATIDINE

NORETHINDRONE ACETATE

AZTREONAM

AZTREONAM

AZTREONAM

AZELAIC ACID

Approval Date
7-Sep-93
7-Sep-93
7-Sep-93
7-Sep-93
24-Jul-87
3-Oct-00
14-Aug-00
14-Aug-00
16-Feb-99
14-Jun-00

21-Mar-01
21-Mar-01
15-Dec-86
26-Sep-00
8-Apr-96
21-Apr-98
5-Feb-96
3-Dec-96
11-Feb-98
11-Feb-98
11-Feb-98
11-Feb-98
11-Feb-98
1-May-63
20-Sep-00
8-Feb-01
20-Sep-00
27-Jan-87
17-May-01
17-May-01
23-Aug-00
23-Aug-00
2-Mar-01
12-Apr-00
16-Feb-99
16-Feb-99
16-Feb-99
27-Apr-01



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

18-117 SLR 029 AZMACORT

07-073 SLR 118 AZULFIDINE

07-073 SLR 118 AZULFIDINE EN-TABS
50-640 SLR 004 BACTOCILL

18-374 SLR 015 BACTRIM

17-377 SLR 050 BACTRIM DS

17-377 SLR 053 BACTRIM DS

17-560 SLR 035 BACTRIM PEDIATRIC

50-591 SLR 015 BACTROBAN

05-939 SLR 002 BAL

07-390 SLR 015 BANTHINE

20-740 SLR 019 BAYCOL

18-584 SLR 025 BECONASE

19-389 SLR 017 BECONASE AQ

06-146 SLR 012 BENADRYL

09-486 SLR 022 BENADRYL PRESERVATIVE FREE
08-173 SLR 009 BENOQUIN

07-409 SLR 039 BENTYL

07-961 SLR 025 BENTYL

08-370 SLR 028 BENTYL

50-557 SLR 018 BENZAMYCIN

18-634 SLR 004 BETADINE

19-219 SLR 019 BETAGAN

19-814 SLR 011 BETAGAN

18-861 SL 008 BETAMETHASONE VALERATE
18-865 SL 011 BETAMETHASONE VALERATE
18-866 SL 010 BETAMETHASONE VALERATE
19-865 SLR 011 BETAPACE

20-439 SLR 005 BETIMOL

19-270 SLR 011 BETOPTIC

19-845 SLR 001 BETOPTIC S

50-662 SLR 028 BIAXIN

50-698 SLR 011 BIAXIN

50-138 SLR 217 BICILLIN C-R

50-138 SLR 217 BICILLIN C-R 900/300
50-141 SLR 213 BICILLIN L-A

17-422 SLR 034 BICNU

18-714 SLR 003 BILTRICIDE

Active Ingredient
TRIAMCINOLONE ACETONIDE

SULFASALAZINE

SULFASALAZINE

OXACILLIN SODIUM
SULFAMETHOXAZOLE/TRIMETHOPRIM
SULFAMETHOXAZOLE/TRIMETHOPRIM
SULFAMETHOXAZOLE/TRIMETHOPRIM
SULAMETHOXAZOLE/TRIMETHOPRIM
MUPIROCIN

DIMERCAPROL

METHANTHELINE BROMIDE
CERIVASTATIN

BECLOMETHASONE DIPROPIONATE

BECLOMETHASONE DIPROPIONATE MONOHYDRATE

DIPHENHYDRAMINE HYDROCHLORIDE
DEPHENHYDRAMINE HYDROCHLORIDE
MONOBENZONE

DICYCLOMINE HYDROCHLORIDE
DICYCLOMINE HYDROCHLORIDE
DICYCLOMINE HYDROCHLORIDE
BENZOYL PEROXIDE/ERYTHROMYCIN
POVIDONE-IODINE

LEVOBUNOLOL HYDROCHLORIDE
LEVOBUNOLOL HYDROCHLORIDE

SOTALOL HYDROCHLORIDE

0.25%,0.5% TIMOLOL OPHTHAMLMIC SOLUTION
BETAXOLOL HYDROCHLORIDE

BETAXOLOL HYDROCHLORIDE
CLARITHROMYCIN

CLARITHROMYCIN

PENICILLIN G BENZATHINE/PEN G PROCAINE
PENICILLIN G BENZATHINE/PEN G PROCAINE
PENICILLIN G BENZATHINE

CARMUSTINE

PRAZIQUANTEL

Approval Date
8-Feb-99
26-Sep-00
26-Sep-00
12-Jun-00
6-Mar-96
3-Jul-00
3-Jul-00
6-Mar-96
21-Feb-96
29-Jul-77
19-Nov-87
21-May-01
4-Apr-96
30-May-97
29-Nov-93
18-Nov-97
17-Jan-95
17-Aug-99
17-Aug-99
17-Aug-99
5-Mar-96
30-Dec-91
14-May-01
14-May-01
12-Dec-96
12-Dec-96
12-Dec-96
7-Jul-00
5-Apr-99
28-Oct-91
20-Dec-90
20-Mar-00
5-Jun-00
22-Sep-93
22-Sep-93
22-Sep-93
10-Sep-97
9-Nov-88



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
19-774 SLR 006 BIO-TROPIN SOMATROPIN, BIOSYNTHETIC 17-Aug-00
50-443 SLR 029 BLENOXANE BLEOMYCIN SULFATE 20-Oct-99
12-813 SLR 043 BLEPHAMIDE SULFACETAMIDE NA/PREDNISOLONE ACETATE 3-Aug-98
18-017 SLR 033 BLOCADREN TIMOLOL MALEATE 15-May-98
17-849 SLR 032 BRETHINE TERBUTALINE SULFATE 2-Feb-99
18-571 SLR 015 BRETHINE TERBUTALINE SULFATE 21-Mar-00
19-030 SLR 009 BRETYLIUM TOSYLATE BRETYLIUM TOSYLATE/DEXTROSE 26-Aug-99
19-030 SLR 011 BRETYLIUM TOSYLATE BRETYLIUM TOSYLATE/DEXTROSE 26-Aug-99
19-033 SLR 006 BRETYLIUM TOSYLATE BRETYLIUM TOSYLATE 26-Aug-99
19-121 SLR 003 BRETYLIUM TOSYLATE IN DEXTROSE 5% BRETYLIUM TOSYLATE/DEXTROSE 6-Oct-93
19-008 SLR 019 BRETYLIUM TOSYLATE IN DEXTROSE 5% BRETYLIUM TOSYLATE/DEXTROSE 16-Apr-99
19-386 SLR 016 BREVIBLOC ESMOLOL HYDROCHLORIDE 19-Jan-00
11-559 SLR 030 BREVITAL SODIUM METHOHEXITAL SODIUM 17-Dec-97
16-803 SLR 010 BRONKAID MIST EPINEPHRINE 25-Nov-86
18-225 SLR 013 BUMEX BUMETANIDE 10-Feb-98
18-226 SLR 019 BUMEX BUMETANIDE 10-Feb-98
20-572 SLR 002 BUPHENYL SODIUM PHENYLBUTYRATE 9-Oct-98
20-573 SLR 002 BUPHENYL SODIUM PHENYLBUTYRATE 9-Oct-98
18-401 SLR 011 BUPRENEX BUPRENORPHINE HYDROCHLORIDE 25-Jun-93
18-731 SLR 039 BUSPAR BUSPIRONE HYDROCHLORIDE 3-May-01
18-731 SLR 045 BUSPAR BUSPIRONE HYDROCHLORIDE 3-May-01
00-793 SLR 020 BUTISOL SODIUM BUTABARBITAL SODIUM 2-May-00
09-000 SLR 013 CAFERGOT ERGOTAMINE/CAFFEINE/PENTOBARB/BELLADONNA 31-Oct-00
09-000 SLR 015 CAFERGOT ERGOTAMINE/CAFFEINE/PENTOBARB/BELLADONNA 31-Oct-00
09-000 SLR 017 CAFERGOT ERGOTAMINE/CAFFEINE/PENTOBARB/BELLADONNA 31-Oct-00
09-000 SLR 020 CAFERGOT ERGOTAMINE/CAFFEINE/PENTOBARB/BELLADONNA 31-Oct-00
09-000 SLR 021 CAFERGOT ERGOTAMINE/CAFFEINE/PENTOBARB/BELLADONNA 31-Oct-00
18-757 SLR 003 CALCIBIND CELLULOSE SODIUM PHOSPHATE 8-Jul-88
18-874 SLR 010 CALCIJEX CALCITRIOL 4-Apr-00
17-769 SLR 024 CALCIMAR CALCITONIN, SALMON 24-Sep-93
21-117 SLR 001 CALCIUM CHLORIDE 10% CALCIUM CHLORIDE 10% INJECTION 1-Sep-00
08-922 SLR 014 CALCIUM DISODIUM VERSENATE EDETATE CALCIUM DISODIUM 26-Sep-96
18-312 SLR 012 CALDEROL CALCIFEDIOL 15-Jun-00
20-571 SLR 007 CAMPTOSAR IRINOTECAN HCL 18-Mar-98
10-679 SLR 021 CANTIL MEPENZOLATE BROMIDE 4-Nov-80
50-095 SLR 041 CAPASTAT SULFATE CAPREOMYCIN SULFATE 3-Oct-96
17-594 SLR 001 CAPITROL CHLOROXINE 27-Apr-78

18-343 SLR 073 CAPOTEN CAPTOPRIL 20-Apr-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
18-709 SLR 030 CAPOZIDE 25/25
18-709 SLR 030 CAPOZIDE 50/15
19-183 SLR 002 CARAFATE
18-333 SLR 027 CARAFATE
12-125 SLR 034 CARBOCAINE
12-250 SLR 019 CARBOCAINE
12-125 SLR 034 CARBOCAINE W/ NEO-COBEFRIN
19-488 SLR 008 CARDENE
20-005 SLR 005 CARDENE SR
11-525 SLR 011 CARDIO-GREEN
18-602 SLR 050 CARDIZEM
18-602 SLR 051 CARDIZEM
20-027 SLR 009 CARDIZEM
20-027 SLR 011 CARDIZEM
20-062 SLR 019 CARDIZEM CD
20-062 SLR 021 CARDIZEM CD
19-471 SLR 024 CARDIZEM SR
19-668 SLR 014 CARDURA
18-948 SLR 021 CARNITOR
19-257 SLR 009 CARNITOR
20-182 SLR 005 CARNITOR
19-204 SLR 001 CARTROL
20-498 SLR 008 CASODEX
20-142 SLR 005 CATAFLAM
17-407 SLR 027 CATAPRES
17-407 SLR 028 CATAPRES
18-891 SLR 015 CATAPRES-TTS-1
18-891 SLR 016 CATAPRES-TTS-1
18-891 SLR 015 CATAPRES-TTS-2
18-891 SLR 016 CATAPRES-TTS-2
18-891 SLR 015 CATAPRES-TTS-3
18-891 SLR 016 CATAPRES-TTS-3
20-379 SLR 012 CAVERJECT
50-521 SLR 022 CECLOR

50-522 SLR 019 CECLOR

50-685 SLR 008 CEDAX

50-686 SLR 009 CEDAX

17-588 SLR 020 CEENU

Active Ingredient
CAPTOPRIL/HYDROCHLOROTHIAZIDE

CAPTOPRIL/HYDROCHLOROTHIAZIDE
CUCRALFATE

SUCRALFATE

MEPIVACAINE HYDROCHLORIDE
MEPIVACAINE HYDROCHLORIDE
MEPIVACAINE HYDROCHLORIDE
NICARDIPINE HYDROCHLORIDE
NICARDIPINE HYDROCHLORIDE
STERILE INDOCYANINE GREEN
DILTIAZEM HYDROCHLORIDE
DILTIAZEM HYDROCHLORIDE
DILTIAZEM HYDROCHLORIDE
DILTIAZEM HYDROCHLORIDE
DILTIAZEM HYDROCHLORIDE
DILTIAZEM HYDROCHLORIDE
DILTIAZEM HYDROCHLORIDE
DOXAZOSIN MESYLATE
LEVOCARNITINE
LEVOCARNITINE
LEVOCARNITINE

CARTEOLOL HYDROCHLORIDE
BICALUTAMIDE

DICLOFENAC POTASSIUM
CLONIDINE HYDROCHLORIDE
CLONIDINE HYDROCHLORIDE
CLONIDINE

CLONIDINE

CLONIDINE

CLONIDINE

CLONIDINE

CLONIDINE

ALPROSTADIL

CEFACLOR

CEFACLOR

CEFTIBUTEN

CEFTIBUTEN

LOMUSTINE

Approval Date
3-Jun-98
3-Jun-98
13-Jul-94
14-Jul-94
4-Mar-92
27-Apr-99
4-Mar-92

20-Sep-99
29-Sep-99
5-Jun-91
2-Apr-96
2-Apr-96
2-Apr-96
2-Apr-96
2-Apr-96
2-Apr-96
28-May-96
10-Oct-00
15-Dec-98
15-Dec-98
15-Dec-98
20-Sep-90
28-Feb-01
20-Apr-98
2-Aug-96
2-Aug-96
6-Sep-96
6-Sep-96
6-Sep-96
6-Sep-96
6-Sep-96
6-Sep-96
2-Jul-99
18-Sep-98
18-Sep-98
19-May-00
19-May-00
22-Sep-86



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

17-588 SLR 022 CEENU

50-779 SLR 001 CEFAZOLIN AND DEXTROSE
50-589 SLR 011 CEFIZOX

50-560 SLR 050 CEFIZOX

50-551 SLR 040 CEFOBID

50-613 SLR 007 CEFOBID

50-694 SLR 003 CEFOTAN

50-588 SLR 026 CEFOTAN

50-605 SLR 030 CEFTIN

50-672 SLR 012 CEFTIN

50-664 SLR 015 CEFZIL

50-665 SLR 015 CEFZIL

20-998 SLR 008 CELEBREX

12-657 SLR 020 CELESTONE

14-215 SLR 013 CELESTONE

17-561 SLR 012 CELESTONE

14-602 SLR 017 CELESTONE SOLUSPAN
50-722 SLR 004 CELLCEPT

50-723 SLR 003 CELLCEPT

50-758 SLR 003 CELLCEPT

50-759 SLR 004 CELLCEPT

10-596 SLR 009 CELONTIN

10-596 SLR 012 CELONTIN

17-657 SLR 025 CEPHULAC

50-646 SLR 008 CEPTAZ

20-450 SLR 001 CEREBYX

20-057 SLR 031 CEREDASE

20-367 SLR 027 CEREZYME

11-340 SLR 008 CERUMENEX

20-411 SLR 016 CERVIDIL

19-998 SLR 011 CHEMET

19-757 SLR 010 CHIBROXIN

20-603 SLR 002 CHILDREN'S MOTRIN
20-516 SLR 006 CHILDREN'S MOTRIN
20-997 SLR 001 CHIROCAINE

50-143 SLR 016 CHLOROMYCETIN
50-205 SLR 025 CHLOROMYCETIN
50-156 SLR 038 CHLOROMYCETIN

Active Ingredient
LOMUSTINE

CEFAZOLIN SODIUM/DEXTROSE 1GM/500MG INJ
CEFTIZOXIME SODIUM

CEFTIZOXIME SODIUM
CEFOPERAZONE SODIUM
CEFOPERAZONE SODIUM/DEXTROSE
CEFOTETAN DISODIUM

CEFATETAN DISODIUM

CEFUROXIME AXETIL

CEFUROXIME AXETIL

CEFPROZIL

CEFPROZIL

CELECOXIB CAPSULES
BETAMETHASONE

BETAMETHASONE

BETAMETHASONE SODIUM PHOSPHATE
BETAMETHASONE SODIUM PHOSPHATE & BETAMET
MYCOPHENOLATE MOFETIL
MYCOPHENOLATE MOFETIL
MYCOPHENOLATE MOFETIL HCL
MYCOPHENOLATE MOFETIL
METHSUXIMIDE

METHSUXIMIDE

LACTULOSE

CEFTAZIDIME

FOSPHENYTOIN SODIUM
ALGLUCERASE

IMIGLUCERASE FOR INJECTION
TRIETHANOLAMINE OLEATE
DINOPROSTONE VAGINAL INSERT
SUCCIMER

NORFLOXACIN

IBUPROFEN

IBUPROFEN

LEVOBUPIVACAINE
CHLORAMPHENICOL
CHLORAMPHENICOL
CHLORAMPHENICOL

Approval Date
22-Sep-86
1-Jun-01
24-May-93
13-Feb-96
28-Oct-94
28-Oct-94
20-Oct-95
5-Aug-99
24-Mar-98
24-Mar-98
26-Aug-97
26-Aug-97
1-Dec-00
13-Apr-94
13-Apr-94
13-Apr-94
13-Apr-94
27-Jul-00
27-Jul-00
27-Jul-00
27-Jul-00
9-Apr-01
9-Apr-01
18-Sep-87
26-Jan-98
26-Dec-96
11-Sep-96
11-Feb-99
21-Aug-91
13-Apr-00
5-Oct-99
5-Feb-01
13-Sep-99
2-Oct-00
2-Dec-99
14-Aug-96
21-Nov-96
3-Feb-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

50-155 SLR 037 CHLOROMYCETIN

50-202 SLR 001 CHLOROMYCETIN HYDROCORTISONE
50-091 SLR 008 CHLOROPTIC

07-638 SLR 024 CHLOR-TRIMETON

18-397 SLR 009 CHLOR-TRIMETON

09-321 SLR 023 CHOLOGRAFIN MEGLUMINE
17-067 SLR 051 CHORIONIC GONADOTROPIN
17-016 SLR 142 CHORIONIC GONADOTROPIN
18-961 SLR 009 CHROMIC CHLORIDE

17-884 SLR 010 CHRONULAC

18-663 SLR 023 CHYMODIACTIN

20-369 SLR 004 CILOXAN

18-067 SLR 020 CINOBAC

18-067 SLR 021 CINOBAC

19-537 SLR 034 CIPRO

19-537 SLR 036 CIPRO

19-537 SLR 039 CIPRO

19-537 SLR 040 CIPRO

19-847 SLR 021 CIPRO

20-780 SLR 006 CIPRO

20-780 SLR 007 CIPRO

20-780 SLR 009 CIPRO

20-780 SLR 010 CIPRO

20-805 SLR 003 CIPRO HC

19-857 SLR 025 CIPRO IN DEXTROSE 5%
14-763 SLR 034 CITANEST FORTE

14-763 SLR 034 CITANEST PLAIN

50-547 SLR 045 CLAFORAN

50-596 SLR 022 CLAFORAN IN DEXTROSE 5%
50-596 SLR 022 CLAFORAN IN SODIUM CHLORIDE 0.9%
19-658 SLR 009 CLARITIN

20-641 SLR 002 CLARITIN

19-670 SLR 010 CLARITIN-D

20-470 SLR 002 CLARITIN-D 24 HOUR
50-162 SLR 080 CLEOCIN HCL

50-441 SLR 044 CLEOCIN PHOSPHATE
50-639 SLR 012 CLEOCIN PHOSPHATE IN DEXTROSE 5%
50-537 SLR 010 CLEOCINT

Active Ingredient
CHLORAMPHENICOL SODIUM SUCCINATE

CHLORAMPHENICOL/HYDROCORTISONE ACETATE F

CHLORAMPHENICOL
CHLORPHENIRAMINE MALEATE

PSEUDOEPHEDRINE/CHLORPHENIRAMINE MALEATE

IODIPAMIDE MEGLUMINE

CHORIONIC GONADOTROPIN
CHORIONIC GONADOTROPIN
CHROMIC CHLORIDE

LACTULOSE

CHYMOPAPAIN

CIPROFLOXACIN HCL OINTMENT 0.3%
CINOXACIN

CINOXACIN

CIPROFLOXACIN HYDROCHLORIDE
CIPROFLOXACIN HYDROCHLORIDE
CIPROFLOXACIN HYDROCHLORIDE
CIPROFLOXACIN HYDROCHLORIDE
CIPROFLOXACIN

CIPROFLOXACIN

CIPROFLOXACIN

CIPROFLOXACIN

CIPROFLOXACIN

CIPROFLOXACIN HCL/HYDROCORTISONE
CIPROFLOXACIN

PRILOCAINE HYDROCHLORIDE
PRILOCAINE HYDROCHLORIDE
CEFOTAXIME SODIUM

CEFOTAXIM SODIUM

CEFOTAXIM SODIUM

LORATADINE

LORATADINE
LORATADINE/PSEUDOEPHEDRINE SULFATE
LORATADINE / PSEUDOEPHEDRINE SULFATE
CLINDAMYCIN HYDROCHLORIDE,USP
CLINDAMYCIN PHOSPHATE
CLINDAMYCIN PHOSPHATE
CLINDAMYCIN PHOSPHATE

Approval Date

14-Dec-99
8-Nov-83
3-Oct-00
20-Oct-97
20-Oct-97
11-May-95
11-Feb-93
28-May-93
9-Jun-00
22-Oct-81
28-0ct-93
7-Jul-00
11-Aug-92
11-Aug-92
28-Jun-00
28-Jun-00
28-Jun-00
28-Jun-00
28-Jun-00
28-Jun-00
28-Jun-00
28-Jun-00
28-Jun-00
14-Oct-99
28-Jun-00
9-May-97
9-May-97
24-Apr-97
24-Apr-97
24-Apr-97
27-Jan-98
30-Mar-98
29-Apr-98
6-Oct-97
12-Dec-97
12-Dec-97
12-Dec-97
15-Mar-89



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
20-375 SLR 014 CLIMARA

17-911 SLR 058 CLINORIL

17-765 SLR 001 CLODERM

16-131 SLR 024 CLOMID

19-758 SLR 041 CLOZARIL

09-193 SLR 037 COGENTIN

12-015 SLR 023 COGENTIN

20-070 SLR 009 COGNEX

12-383 SLR 021 COLBENEMID
12-383 SLR 023 COLBENEMID
12-383 SLR 024 COLBENEMID
17-563 SLR 021 COLESTID

50-108 SLR 021 COLY-MYCIN M
50-356 SLR 043 COLY-MYCIN S
18-983 SLR 030 COLYTE

18-983 SLR 031 COLYTE

18-983 SLR 030 COLYTE WITH FLAVOR PACKS
18-983 SLR 031 COLYTE WITH FLAVOR PACKS
18-983 SLR 030 COLYTE-FLAVORED
18-983 SLR 031 COLYTE-FLAVORED
17-503 SLR 026 COMBIPRES
20-857 SLR 008 COMBIVIR

10-571 SLR 095 COMPAZINE
10-742 SLR 065 COMPAZINE
11-000 SLR 084 COMPAZINE
11-127 SLR 061 COMPAZINE
21-121 SLR 002 CONCERTA

13-295 SLR 057 CONRAY

16-983 SLR 028 CONRAY 30
17-685 SLR 015 CONRAY 325
14-295 SLR 042 CONRAY 400
13-295 SLR 057 CONRAY 43
18-099 SLR 010 CONTAC

19-613 SLR 002 CONTAC

20-622 SLR 020 COPAXONE

18-680 SLR 023 COPPER T MODEL TCU 380A
20-377 SLR 002 CORDARONE
18-972 SLR 019 CORDARONE

Active Ingredient
ESTRADIOL TRANSDERMAL SYSTEM

SULINDAC

CLOCORTOLONE PIVALATE

CLOMIPHENE CITRATE

CLOZAPINE

BENZTROPINE MESYLATE

BENZTROPINE MESYLATE

TACRINE HYDROCHLORIDE
COLCHICINE/PROBENECID
COLCHICINE/PROBENECID
COLCHICINE/PROBENECID

COLESTIPOL HYDROCHLORIDE
COLISTIMETHATE SODIUM
COLISTIN/NEOMYCIN/THONZONIUM/HYDROCORT.
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
CLONIDINE HYDROCHLORIDE/CHLORTHALIDONE
LAMIVUDINE/ZIDOVUDINE

PROCHLORPERAZINE MALEATE
PROCHLORPERAZINE MALEATE
PROCHLORPERAZINE MALEATE
PROCHLORPERAZINE MALEATE
METHYLPHENIDATE HCL

IOTHALAMATE MEGLUMINE

IOTHALAMATE MEGLUMINE

IOTHALAMATE SODIUM

IOTHALAMATE SODIUM

IOTHALAMATE MEGLUMINE
CHLORPHENIRAMINE MAL/PHENYLPROPANOLAMINE
PHENYLPROPANOLAMINE/CHLORPHENIRAMINE MAL
GLATIRAMER ACETATE

INTRAUTERINE COPPER

AMIODARONE HCL

AMIODARONE HYDROCHLORIDE

Approval Date
4-Apr-01
10-Jul-95
19-Oct-77
25-Oct-95

17-Mar-00
22-May-01
22-May-01
2-Jul-98
12-May-88
12-May-88
12-May-88
22-Sep-95
26-Nov-99
8-Jan-97
16-Oct-00
16-Oct-00
16-Oct-00
16-Oct-00
16-Oct-00
16-Oct-00
20-Feb-91
29-Sep-00
3-Apr-01
3-Apr-01
3-Apr-01
3-Apr-01
26-Apr-01
13-Jan-95
13-Jan-95
13-Jan-95
13-Jan-95
13-Jan-95
13-Jun-86
11-Feb-88
28-Feb-01
25-Nov-91
10-Dec-97
8-Oct-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
18-972 SLR 020 CORDARONE
13-790 SLR 008 CORDRAN
12-806 SLR 022 CORDRAN
12-806 SLR 022 CORDRAN SP
20-297 SLR 004 COREG
18-063 SLR 049 CORGARD
09-900 SLR 023 CORTEF
16-199 SLR 028 CORTENEMA
16-199 SLR 030 CORTENEMA
17-351 SLR 012 CORTIFOAM
50-169 SLR 009 CORTISPORIN
50-416 SLR 006 CORTISPORIN
50-479 SLR 012 CORTISPORIN
50-168 SLR 073 CORTISPORIN
50-218 SLR 047 CORTISPORIN
07-110 SLR 021 CORTONE
07-750 SLR 025 CORTONE
09-176 SLR 005 CORTRIL
16-750 SLR 015 CORTROSYN
20-491 SLR 003 CORVERT
18-647 SLR 009 CORZIDE
50-682 SLR 017 COSMEGEN
20-869 SLR 006 COSOPT
09-218 SLR 097 COUMADIN
20-552 SLR 001 COVERA-HS
20-386 SLR 018 COZAAR
20-701 SLR 007 CRINONE
20-756 SLR 009 CRINONE
20-685 SLR 041 CRIXIVAN
18-960 SLR 010 CUPRIC CHLORIDE
19-853 SLR 004 CUPRIMINE
19-957 SLR 001 CUTIVATE
19-958 SLR 011 CUTIVATE
18-116 SLR 005 CYCLOCORT
18-498 SLR 005 CYCLOCORT
19-729 SLR 003 CYCLOCORT
19-281 SLR 013 CYKLOKAPRON
16-832 SLR 018 CYLERT

Active Ingredient
AMIODARONE HYDROCHLORIDE
FLURANDRENOLIDE
FLURANDRENOLIDE
FLURANDRENOLIDE
CARVEDILOL

NADOLOL

HYDROCORTISONE
HYDROCORTISONE
HYDROCORTISONE
HYDROCORTISONE ACETATE
HYDROCORTISONE/POLYMYXIN B/NEOMYCIN S04

POLYMYXIN/BACITRACIN/NEOMYCIN/HYDROCORT.

POLYMYXIN B/NEOMYCIN SO4/HYDROCORTISONE
BACITRACIN/HYDROCORT/NEOMYCIN/POLYMYXIN
POLYMXIN B SULFATE-NEOMYCIN SULFATE & HY
CORTISONE ACETATE

CORTISONE ACETATE

HYDROCORTISONE

CORSYNTROPIN

IBUTILIDE FUMARATE
NADOLOL/BENDROFLUMETHIAZIDE
DACTINOMYCIN

DORZOLAMIDE HCL/TIMOLOL MALEATE OPHTHAL
WARFARIN SODIUM

GITS VERAPAMIL HCL

LOSARTAN POTASSIUM

PROGESTERONE GEL

PROGESTERONE

INDINAVIR SULFATE

CUPRIC CHLORIDE

PENICILLAMINE

FLUTICASONE PROPIONATE

FLUTICASONE PROPIONATE

AMCINONIDE

AMCINONIDE

AMCINONIDE

TRANEXAMIC ACID

PEMOLINE

Approval Date

8-Oct-99
12-Sep-78
14-Nov-86
14-Nov-86
8-Sep-99
7-Nov-90
28-Dec-93
12-Feb-92
12-Feb-92
15-Oct-93
10-May-94
10-May-94
21-Nov-96
19-Jul-99
19-Jul-99
26-Aug-93
27-Aug-93
18-Jun-79
9-Jan-98
20-Apr-01
5-Dec-90
22-Jan-01
24-Aug-00
17-Feb-00
13-Jan-98
28-Jan-00
3-Apr-01
3-Apr-01
21-Mar-01
3-Aug-00
9-Jan-89
17-Aug-95
17-Jun-99
2-Feb-89
2-Feb-89
2-Feb-89
27-Mar-01
28-May-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
17-703 SLR 016 CYLERT

20-576 SLR 003 CYSTADANE
20-392 SLR 005 CYSTAGON
18-202 SLR 015 CYTADREN
10-379 SLR 040 CYTOMEL

16-793 SLR 059 CYTOSAR-U
19-268 SLR 031 CYTOTEC

20-460 SLR 010 CYTOVENE
19-661 SLR 024 CYTOVENE IV
12-141 SLR 086 CYTOXAN

05-929 SLR 019 D.H.E. 45

05-929 SLR 025 D.H.E. 45

16-721 SLR 066 DALMANE
17-557 SLR 032 DANOCRINE
17-443 SLR 036 DANTRIUM
18-264 SLR 019 DANTRIUM
11-366 SLR 027 DARANIDE
08-578 SLR 010 DARAPRIM
08-578 SLR 014 DARAPRIM
17-122 SLR 039 DARVOCET-N 100
10-997 SLR 042 DARVON

10-996 SLR 058 DARVON COMPOUND
10-996 SLR 058 DARVON COMPOUND-65
10-996 SLR 058 DARVON W/ ASA
16-861 SLR 022 DARVON-N
16-862 SLR 031 DARVON-N
18-841 SLR 007 DAYPRO

18-841 SLR 009 DAYPRO

18-841 SLR 014 DAYPRO

18-841 SLR 015 DAYPRO

17-922 SLR 025 DDAVP

18-938 SLR 013 DDAVP

17-922 SLR 025 DDAVP (NEEDS NO REFRIGERATION)
11-664 SLR 050 DECADRON
12-071 SLR 039 DECADRON
12-376 SLR 028 DECADRON
11-977 SLR 026 DECADRON
11-984 SLR 039 DECADRON

Active Ingredient
PEMOLINE

BETAINE ANHYDROUS POWDER
CYSTEAMINE BITARTRATE
AMINOGLUTETHIMIDE
LIOTHYRONINE SODIUM
CYTARABINE

MISOPROSTOL

GANCICLOVIR

GANCICLOVIR SODIUM FOR INJECTION
CYCLOPHOSPHAMIDE
DIHYDROERGOTAMINE MESYLATE
DIHYDROERGOTAMINE MESYLATE
FLURAZEPAM HYDROCHLORIDE
DANAZOL

DANTROLENE SODIUM
DANTBOLENE
DICHLORPHENAMIDE
PYRIMETHAMIN

PYRIMETHAMIN

ACETAMINOPHEN/PROPOXYPHENE NAPSYLATE

PROPOXYPHENE HYDROCHLORIDE
PROPOXYPHENE HYDROCHLORIDE/ASPIRIN
PROPOXYPHENE HYDROCHLORIDE/ASPIRIN
PROPOXYPHENE HYDROCHLORIDE/ASPIRIN
PROPOXYPHENE NAPSYLATE
PROPOXYPHENE NAPSYLATE

OXAPROZIN

OXAPROZIN

OXAPROZIN

OXAPROZIN

DESMOPRESSIN ACETATE

DESMOPRESSIN ACETATE

DESMOPRESSIN ACETATE
DEXAMETHASONE

DEXAMETHASONE SODIUM PHOSPHATE
DEXAMETHASONE

DEXAMETHASONE SODIUM PHOSPHATE
DEXAMETHASONE SODIUM PHOSPHATE

Approval Date
28-May-99
16-Mar-99

6-Apr-01
15-Apr-98
17-Mar-95
15-Oct-98
22-Jun-00
1-Dec-00
1-Dec-00
30-Jan-01
29-Jan-98
29-Jan-98
9-Nov-87
2-May-94
23-Jul-85
18-Aug-00
24-Oct-94
8-Apr-98
8-Apr-98
20-Mar-95
2-Sep-94
2-Sep-94
2-Sep-94
2-Sep-94
23-Aug-94
2-Sep-94
6-Jan-98
6-Jan-98
6-Jan-98
6-Jan-98
13-Apr-98
17-Aug-98
13-Apr-98
25-Aug-93
26-Aug-93
27-Aug-93
21-Oct-94
21-Oct-94



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
13-334 SLR 032 DECADRON W/ XYLOCAINE
16-675 SLR 028 DECADRON-LA
13-132 SLR 018 DECA-DURABOLIN
12-731 SLR 011 DECASPRAY
50-261 SLR 011 DECLOMYCIN
09-165 SLR 025 DELATESTRYL
09-402 SLR 036 DELESTROGEN
18-658 SLR 014 DELSYM

09-986 SLR 055 DELTASONE
20-137 SLR 001 DEMADEX

20-136 SLR 011 DEMADEX

05-010 SLR 031 DEMEROL

21-171 SLR 002 DEMEROL

17-871 SLR 006 DEMSER

18-168 SLR 026 DEMULEN 1/35-21
16-927 SLR 062 DEMULEN 1/50-21
14-169 SLR 010 DENDRID

20-593 SLR 002 DEPACON

18-081 SLR 032 DEPAKENE

18-082 SLR 023 DEPAKENE

18-723 SLR 028 DEPAKOTE

19-680 SLR 014 DEPAKOTE

19-854 SLR 003 DEPEN

11-757 SLR 063 DEPO-MEDROL
12-541 SLR 067 DEPO-PROVERA
20-246 SLR 012 DEPO-PROVERA
17-968 SLR 006 DEPO-TESTADIOL
19-452 SLR 009 DERMA-SMOOTHE/FS
16-267 SLR 034 DESFERAL

05-378 SLR 013 DESOXYN

18-207 SLR 013 DESYREL

18-207 SLR 023 DESYREL

20-771 SLR 006 DETROL

21-228 SLR 001 DETROL LA
17-078 SLR 034 DEXEDRINE
11-641 SLR 055 DIABINESE

08-943 SLR 046 DIAMOX

09-388 SLR 030 DIAMOX

Active Ingredient
DEXAMETHASONE SODIUM PHOSPHATE

DEXAMETHASONE ACETATE
NANDROLONE DECANOATE
DEXAMETHASONE
DEMECLOCYCLINE HYDROCHLORIDE
TESTOSTERONE ENANTHATE

DEXTROMETHORPHAN POLISTIREX
PREDNISONE

TORSEMIDE

TORSEMIDE

MEPERIDINE HYDROCHLORIDE

MEPERIDINE HCL

METYROSINE

ETHINYL ESTRADIOL/ETHYNODIOL DIACETATE
ETHYNODIOL DIACETATE/ETHINYL ESTRADIOL
IDOXURIDINE

VALPROIC ACID

VALPROIC ACID

VALPROIC ACID

DIVALPROEX SODIUM

DIVALPROEX SODIUM

PENICILLAMINE TABLETS, USP
METHYLPREDNISOLONE ACETATE
MEDROXYPROGESTERONE ACETATE
MEDROXYPROGESTERONE ACETATE

TESTOSTERONE CYPIONATE/ESTRADIOL CYPION.

FLUOCINOLONE ACETONIDE
DESFERRIOXAMINE
METHAMPHETAMINE HYDROCHLORIDE
TRAZODONE HYDROCHLORIDE
TRAZODONE HYDROCHLORIDE
TOLTERODINE TARTRATE

TOLTERODINE PROLONGED RELEASE 2/4MG CAPS

DEXTROAMPHETAMINE SULFATE
SULFONYLUREA
ACETAZOLAMIDE
ACETAZOLAMIDE SODIUM

Approval Date
27-Aug-93
27-Aug-93
16-Jun-87

5-Sep-84
20-Nov-91
9-Dec-91
17-Jun-98
15-Feb-01
28-Dec-93
5-Sep-95
13-Feb-98
24-Jul-97
9-Dec-99
1-Nov-85
2-Sep-99
2-Sep-99
30-Jan-79
19-Jun-00
19-Jun-00
19-Jun-00
19-Jun-00
19-Jun-00
22-Dec-88
14-Dec-89
28-Nov-97
12-Aug-98
22-Feb-96
16-Feb-95
9-Apr-01
22-Feb-84
14-Apr-00
14-Apr-00
24-0Oct-00
27-Apr-01
3-Nov-99
12-May-87
28-Nov-90
1-Jul-94



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

DIATRIZOATE MEGLUMINE

DIFLUCAN IN DEXTROSE 5%
DIFLUCAN IN SODIUM CHLORIDE 0.9%

NDA No. Supp No. Trade Name
20-648 SLR 002 DIASTAT
10-040 SLR 166

08-708 SLR 016 DIBENZYLINE
05-545 SLR 017 DICUMAROL
12-427 SLR 021 DIDREX
17-831 SLR 050 DIDRONEL
19-545 SLR 005 DIDRONEL
06-110 SLR 028 DIENESTROL
19-949 SLR 027 DIFLUCAN
20-090 SLR 011 DIFLUCAN
19-950 SLR 028

19-950 SLR 028

20-092 SLR 003 DILACOR XR
10-151 SLR 031 DILANTIN
08-762 SLR 017 DILANTIN-125
08-762 SLR 018 DILANTIN-125
08-762 SLR 019 DILANTIN-125
19-891 SLR 001 DILAUDID
19-892 SLR 001 DILAUDID
19-034 SLR 006 DILAUDID-HP
19-279 SLR 010 DIMETANE-DX
13-087 SLR 039 DIMETAPP
12-436 SLR 071 DIMETAPP
20-665 SLR 008 DIOVAN
20-818 SLR 006 DIOVAN HCT
19-715 SLR 019 DIPENTUM
19-627 SLR 031 DIPRIVAN
18-741 SLR 013 DIPROLENE
19-408 SLR 004 DIPROLENE
19-716 SLR 003 DIPROLENE
19-555 SLR 005 DIPROLENE AF
17-536 SLR 002 DIPROSONE
17-691 SLR 003 DIPROSONE
17-781 SLR 001 DIPROSONE
17-829 SLR 009 DIPROSONE
17-577 SLR 024 DITROPAN
18-211 SLR 006 DITROPAN
20-897 SLR 008 DITROPAN XL

Active Ingredient
DIAZEPAM

DIATRIZOATE MEGLUMINE
PHENOXYBENZAMINE

DICUMAROL

BENZPHETAMINE HYDROCHLORIDE
ETIDRONATE DISODIUM
ETIDRONATE DISODIUM
DIENESTROL

FLUCONAZOLE

FLUCONAZOLE

FLUCONAZOLE

FLUCONAZOLE

DILTIAZEM HYDROCHLORIDE
PHENYTOIN

PHENYTOIN

PHENYTOIN

PHENYTOIN

HYDROMORPHONE HYDROCHLORIDE
HYDROMORPHONE HYDROCHLORIDE
HYDROMORPHONE HYDROCHLORIDE
BROMPHENIRAMINE MALEATE/PESUDOEPHEDINE H
BROMPHENIRAMINE/PHENYLPROPANOLAMINE HCL
BROMPHENIRAMINE/PHENYLPROPANOLAMINE HCL
VALSARTAN

VALSARTAN/HCTZ

OLSALAZINE SODIUM

PROPOFOL

BETAMETHASONE DIPROPIONATE
BETAMETHASONE DIPROPIONATE
BETAMETHASONE DIPROPIONATE
BETAMETHASONE DIPROPIONATE
BETAMETHASONE DIPROPIONATE
BETAMETHASONE DIPROPIONATE
BETAMETHASONE DIPROPIONATE
BETAMETHASONE DIPROPIONATE
OXYBUTYNIN CHLORIDE
OXYBUTYNIN CHLORIDE
OXYBUTYNIN CHLORIDE

Approval Date
11-Apr-01
9-Sep-94
25-May-84
25-Feb-87
28-Jul-00
16-Jun-97
22-Sep-98
7-Dec-87
22-Feb-99
22-Feb-99
22-Feb-99
22-Feb-99
19-Jun-97
22-Nov-95
23-Mar-90
23-Mar-90
23-Mar-90
31-Mar-95
31-Mar-95
4-Aug-94
22-Feb-01
28-Dec-84
5-Dec-97
29-Nov-99
1-Mar-00
8-Sep-00
29-Apr-99
24-May-89
24-May-89
24-May-89
24-May-89
29-Sep-78
2-Jan-79
24-Apr-80
30-Nov-82
19-Mar-91
19-Mar-91
17-Apr-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

11-635 SLR 045 DIUPRES-500

11-145 SLR 085 DIURIL

11-870 SLR 031 DIURIL

12-708 SLR 009 DIUTENSEN-R

20-269 SLR 006 DOBUTAMINE HCL IN DEXTROSE 5%
20-201 SLR 013 DOBUTAMINE HCL IN DEXTROSE 5%
20-255 SLR 008 DOBUTAMINE HCL IN DEXTROSE 5%
17-820 SLR 036 DOBUTREX

18-445 SLR 052 DOLOBID

18-445 SLR 053 DOLOBID

06-134 SLR 023 DOLOPHINE HCL

18-014 SL 018 DOPAMINE HCL

18-656 SL 010 DOPAMINE HCL

18-398 SL 023 DOPAMINE HCL

18-132 SL 048 DOPAMINE HCL

19-099 SLR 006 DOPAMINE HCL AND DEXTROSE 5%
19-615 SLR 011 DOPAMINE HCL IN DEXTROSE 5%
18-826 SLR 027 DOPAMINE HCL IN DEXTROSE 5%
14-879 SLR 030 DOPRAM

14-879 SLR 031 DOPRAM

18-708 SLR 001 DORAL

50-582 SLR 002 DORYX

20-664 SLR 004 DOSTINEX

20-273 SLR 006 DOVONEX

20-554 SLR 004 DOVONEX

20-611 SLR 005 DOVONEX

50-718 SLR 004 DOXIL

03-444 SLR 016 DRISDOL

13-483 SLR 015 DRIXORAL

19-453 SLR 006 DRIXORAL PLUS

16-295 SLR 034 DROXIA

17-575 SLR 009 DTIC-DOME

11-891 SLR 010 DURABOLIN

19-813 SLR 030 DURAGESIC

18-565 SLR 005 DURAMORPH PF

17-751 SLR 011 DURANEST

17-751 SLR 013 DURANEST

50-512 SLR 043 DURICEF

Active Ingredient
RESERPINE/CHLOROTHIAZIDE

CHLOROTHIAZIDE
CHLOROTHIAZIDE
RESERPINE/METHYCHLOTHIAZIDE
DOBUTAMINE HYDROCHLORIDE
DOBUTAMINE HYDROCHLORIDE
DOBUTAMINE HYDROCHLORIDE
DOBUTAMINE HYDROCHLORIDE
DIFLUNISAL

DIFLUNISAL

METHADONE HYDROCHLORIDE

DOPAMINE HYDROCHLORIDE/DEXTROSE
DOPAMINE HYDROCHLORIDE
DOPAMINE/DEXTROSE

DOXAPRAM HYDROCHLORIDE
DOXAPRAM HYDROCHLORIDE
QUAZEPAM

DOXYCYCLINE HYCLATE

CABERGOLINE

CALCIPOTRIENE

CALCIPOTRIENE

CALCIPOTRIENE SOLUTION
DOXORUBICIN HCL

ERGOCALCIFEROL
DEXBROMPHENIRAMINE/PSEUDOEPHEDRINE SO4

ACETAMIN./PSEUDOEPHEDRINE/DEXBROMPHENIR.

HYDROXYUREA

DACARBAZINE

NANDROLONE PHENPROPIONATE
FENTANYL

MORPHINE SULFATE
ETIDOCAINE HYDROCHLORIDE
ETIDOCAINE HYDROCHLORIDE
CEFADROXIL MONOHYDRATE

Approval Date
16-Dec-94
9-Dec-98
9-Dec-98
30-Sep-75
17-Feb-99
10-Apr-01
31-May-01
29-Jul-98
15-May-98
15-May-98
17-Oct-00
23-Oct-91
11-Oct-96
27-Feb-98
7-Jan-00
11-Jun-97
27-Mar-98
10-Apr-01
14-Jan-87
14-Jan-87
26-Feb-87
17-Sep-85
17-Apr-00
11-Jan-00
11-Jan-00
11-Jan-00
31-Jul-97
17-Apr-86
11-Sep-81
26-Nov-97
4-Apr-01
22-May-86
19-Nov-85
9-Apr-01
28-Apr-94
2-Mar-99
2-Mar-99
15-Oct-96



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
50-527 SLR 017 DURICEF

50-528 SLR 017 DURICEF

16-042 SLR 069 DYAZIDE

09-925 SLR 027 DYCLONE

50-678 SLR 005 DYNABAC

19-546 SLR 013 DYNACIRC

13-174 SLR 058 DYRENIUM

50-297 SLR 018 E.E.S.

17-468 SLR 011 ECONOPRED
16-092 SLR 037 EDECRIN

16-093 SLR 038 EDECRIN

20-649 SLR 009 EDEX

20-151 SLR 011 EFFEXOR

20-151 SLR 013 EFFEXOR

20-151 SLR 015 EFFEXOR

20-699 SLR 012 EFFEXOR XR
20-021 SLR 003 EFIDAC 24 PSEUDOEPHEDRINE HCL
16-831 SLR 029 EFUDEX

50-294 SLR 010 ELASE-CHLOROMYCETIN
12-703 SLR 092 ELAVIL

12-704 SLR 045 ELAVIL

20-647 SLR 003 ELDEPRYL

19-855 SLR 005 ELIMITE

18-045 SLR 010 EMCYT

16-820 SLR 006 EMETE-CON

19-941 SLR 012 EMLA

20-962 SLR 001 EMLA

11-355 SLR 012 ENDRATE

12-524 SLR 030 ENDURON

12-775 SLR 033 ENDURONYL FORTE
12-775 SLR 035 ENDURONYL FORTE
19-430 SLR 001 EPIEZPENJR
19-430 SLR 001 EPIPEN

19-430 SLR 001 EPIPEN E Z PEN
19-430 SLR 001 EPIPEN JR.

20-564 SLR 012 EPIVIR

20-596 SLR 013 EPIVIR

21-003 SLR 001 EPIVIR-HBV

Active Ingredient
CEFADROXIL

CEFADROXIL
HYDROCHLOROTHIAZIDE/TRIAMTERENE
DYCLONINE HYDROCHLORIDE
DIRITHROMYCIN

ISRADIPINE

TRIAMTERENE

ERYTHROMYCIN ETHYLSUCCINATE TABLETS, USP
PREDNISOLONE ACETATE

ETHACRYNIC ACID

ETHACRYNATE SODIUM

ALPROSTADIL

VENLAFAXINE HYDROCHLORIDE
VENLAFAXINE HYDROCHLORIDE
VENLAFAXINE HYDROCHLORIDE
VENLAFAXINE HCL

PSEUDOEPHEDRINE HYDROCHLORIDE
FLUOROURACIL

FIBRINOLYSIN & DESOXYRIBONUCLASE, COMBIN
AMITRIPTYLINE HYDROCHLORIDE
AMITRIPTYLINE HYDROCHLORIDE
SELEGILINE HCL

PERMETHRIN

ESTRAMUSTINE PHOSPHATE SODIUM
BENZQUINAMIDE
LIDOCAINE/PRILOCAINE

LIDOCAINE 2.5%/PRILOCAINE 2.5%
EDETATE DISODIUM

METHYCLOTHIAZIDE/DESERPIDINE
METHYCLOTHIAZIDE/DESERPIDINE
EPINEPHRINE

EPINEPHRINE

EPINEPHRINE

EPINEPHRINE

LAMIVUDINE

LAMIVUDINE

LAMIVUDINE

Approval Date
15-Oct-96
15-Oct-96
23-Feb-01
25-Apr-83
22-Jul-98
4-May-95
13-Sep-94
4-Feb-00
22-Aug-91
19-Oct-99
19-Oct-99
6-Sep-99
20-Jul-00
20-Jul-00
20-Jul-00
12-Jun-00
9-May-95
21-Mar-95
6-Nov-90
27-Mar-01
27-Mar-01
6-Aug-97
11-Jan-01

9-Oct-98
14-Dec-77
20-Apr-00
20-Apr-00
19-Mar-99
23-Jun-82
25-Sep-91
25-Sep-91
2-Mar-89
2-Mar-89
2-Mar-89
2-Mar-89
6-Mar-01
6-Mar-01
31-Mar-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
21-004 SLR 001 EPIVIR-HBV
11-702 SLR 029 EQUAGESIC
10-028 SLR 021 EQUANIL
20-035 SLR 013 ERGAMISOL
50-536 SLR 013 ERYC

50-594 SLR 019 ERYCETTE
50-617 SLR 005 ERYGEL
50-207 SLR 054 ERYPED
50-207 SLR 055 ERYPED
50-182 SLR 027 ERYTHROCIN
40-085 SL 008 ESGIC-PLUS
16-860 SLR 057 ESKALITH
18-152 SLR 002 ESKALITH CR
05-292 SLR 015 ESTINYL
19-081 SLR 031 ESTRADERM
20-472 SLR 001 ESTRING
20-130 SLR 005 ESTROSTEP 21
20-130 SLR 005 ESTROSTEP FE
19-357 SLR 008 ETHAMOLIN
19-753 SLR 008 ETHMOZINE
17-087 SLR 041 ETHRANE
20-221 SLR 013 ETHYOL
18-554 SLR 022 EULEXIN
06-927 SLR 015 EURAX

20-815 SLR 007 EVISTA

20-802 SLR 004 EXCEDRIN (MIGRAINE)
20-823 SLR 003 EXELON
21-025 SLR 003 EXELON
20-044 SLR 004 EXOSURF NEONATAL
19-518 SLR 015 EXTRA-STRENGTH AIM
18-123 SLR 011 FACTREL
20-363 SLR 019 FAMVIR
18-557 SLR 012 FANSIDAR
20-497 SLR 001 FARESTON
20-189 SLR 009 FELBATOL
18-147 SLR 018 FELDENE
18-147 SLR 021 FELDENE
18-147 SLR 023 FELDENE

Active Ingredient
LAMIVUDINE

ASPIRIN/MEPROBAMATE
MEPROBAMATE

LEVAMISOLE HYDROCHLORIDE
ERYTHROMYCIN DELAYED RELEASE
ERYTHROMYCIN

ERYTHROMYCIN

ERYTHROMYCIN ETHYLSUCCINATE
ERYTHROMYCIN ETHYLSUCCINATE
ERYTHROMYCIN LACTOBIONATE

LITHIUM CARBONATE

LITHIUM

ETHINYL ESTRADIOL

ESTRADIOL

ESTRADIOL

NORETHINDRONE ACETATE/ETHINYL ESTRADIOL
NORETHINDRONE ACETATE/ETHINYL ESTRADIOL
ETHANOLAMINE OLEATE

MORICIZINE HYDROCHLORIDE

ENFLURANE

AMIFOSTINE

FLUTAMIDE

CROTAMITON

RALOXIFENE HCL
ACETAMINOPHEN250MG/ASPIRIN250MG/CAFFEINE
RIVASTIGMINE TARTRATE 0.5MG/1.0MG/1.5MG
RIVASTIGMINE TARTRATE

CETYL ALCOHOL/COLFOSCERIL PALM/TYLOXAPOL
SODIUM MONOFLUOROPHOSPHATE
GONADORELIN HYDROCHLORIDE

FAMCICLOVIR

PYRIMETHAMINE/SULFADOXINE

TOREMIFENE CITRATE

FELBAMATE

PIROXICAM

PIROXICAM

PIROXICAM

Approval Date
31-Mar-00
29-Oct-85

8-Apr-86
20-Dec-99
22-Sep-00
8-Jun-95
12-Apr-95
4-Feb-00
4-Feb-00
11-Oct-96
17-Jul-00
27-Jan-83
27-Jan-83
26-Jun-86
10-Dec-97
16-May-00
25-Oct-99
25-0Oct-99
29-Jan-93
27-May-97
5-Jul-95
1-Apr-99
30-Mar-01
10-Jan-80
13-Dec-00
7-Sep-00
5-Jan-01
5-Jan-01
21-Nov-00
24-Jan-89
9-May-94
29-Mar-01
3-Nov-87
20-Nov-97
29-Nov-94
14-May-98
14-May-98
14-May-98



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

18-147 SLR 026 FELDENE

21-065 SLR 004 FEMHRT

20-417 SLR 002 FEMPATCH

19-101 SL 015 FENTANYL CITRATE PRESERVATIVE FREE
20-416 SLR 001 FERIDEX I.V.

19-415 SLR 021 FERTINEX

20-232 SLR 008 FIORICET W/ CODEINE
17-534 SLR 040 FIORINAL

19-429 SLR 001 FIORINAL W/CODEINE NO 3
12-623 SLR 048 FLAGYL

12-623 SLR 049 FLAGYL

12-623 SLR 051 FLAGYL

12-623 SLR 053 FLAGYL

20-868 SLR 003 FLAGYL ER

18-353 SLR 024 FLAGYL LV.

18-353 SLR 024 FLAGYL L.V. RTU

18-657 SLR 012 FLAGYL I.V. RTU IN PLASTIC CONTAINER
19-079 SLR 009 FLAREX

17-563 SLR 021 FLAVORED COLESTID
17-821 SLR 024 FLEXERIL

20-444 SLR 005 FLOLAN

20-579 SLR 007 FLOMAX

20-121 SLR 010 FLONASE

10-060 SLR 015 FLORINEF

17-741 SLR 014 FLORONE

17-994 SLR 016 FLORONE

19-259 SLR 002 FLORONE E

20-548 SLR 008 FLOVENT

20-549 SLR 008 FLOVENT

19-735 SLR 045 FLOXIN

19-735 SLR 047 FLOXIN

19-735 SLR 049 FLOXIN

20-087 SLR 021 FLOXIN

20-087 SLR 023 FLOXIN

20-087 SLR 024 FLOXIN

20-087 SLR 021 FLOXIN IN DEXTROSE 5%
20-087 SLR 023 FLOXIN IN DEXTROSE 5%
20-087 SLR 024 FLOXIN IN DEXTROSE 5%

Active Ingredient
PIROXICAM

ETHINYL ESTRADIOL/NORETHINDRONE ACETATE

17 BETA ESTRADIOL

FERUMOXIDES

UROFOLLITROPIN FOR INJECTION, PURIFIED
ACETAMINOPHEN/BUTALBITAL/CAFFEINE/CODEIN

BUTALBITAL, ASPIRIN AND CAFFEINE

ASPIRIN/BUTALBITAL/CAFFEINE/CODEINE PO4

METRONIDAZOLE
METRONIDAZOLE
METRONIDAZOLE
METRONIDAZOLE
METRONIDAZOLE
METRONIDAZOLE HYDROCHLORIDE
METRONIDAZOLE HYDROCHLORIDE
METRONIDAZOLE
FLUOROMETHOLONE ACETATE
COLESTIPOL HYDROCHLORIDE
CYCLOBENZAPRINE HYDROCHLORIDE
EPOPROSTENOL SODIUM
TAMSULOSIN HCL

FLUTICASONE PROPIONATE
FLUDROCORTISONE ACETATE
DIFLORASONE DIACETATE
DIFLORASONE DIACETATE
DIFLORASONE DIACETATE
FLUTICASONE PROPIONATE
FLUTICASONE PROPIONATE
OFLOXACIN

OFLOXACIN

OFLOXACIN

OFLOXACIN INJECTION

OFLOXACIN INJECTION

OFLOXACIN INJECTION

OFLOXACIN INJECTION

OFLOXACIN INJECTION

OFLOXACIN INJECTION

Approval Date

14-May-98
14-Jul-00
17-Jun-98
25-Mar-94
11-Oct-96
24-Nov-99
20-May-98
27-Feb-97
29-Apr-91
7-May-96
7-May-96
7-May-96
7-May-96
8-Oct-98
30-Nov-92
30-Nov-92
13-Apr-89
26-Sep-96
22-Sep-95
21-Jun-97
21-Sep-00
1-May-01
1-Oct-98
24-Mar-95
29-Mar-84
29-Mar-84
14-Oct-86
22-Dec-98
29-Mar-01
8-Dec-99
8-Dec-99
8-Dec-99
8-Dec-99
8-Dec-99
8-Dec-99
8-Dec-99
8-Dec-99
8-Dec-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
20-038 SLR 017 FLUDARA
20-306 SLR 002 FLUDEOXYGLUCOSE F 18
19-649 SLR 006 FLUMADINE
19-650 SLR 004 FLUMADINE
16-765 SLR 011 FLUOROPLEX
16-988 SLR 014 FLUOROPLEX
12-209 SLR 033 FLUOROURACIL
20-985 SLR 001 FLUOROURACIL
11-338 SLR 015 FLUOTHANE
16-851 SLR 038 FML

16-851 SLR 042 FML

17-760 SLR 002 FML

05-897 SLR 022 FOLVITE
17-624 SLR 029 FORANE
50-578 SLR 032 FORTAZ

50-634 SLR 006 FORTAZ

20-828 SLR 008 FORTOVASE
20-560 SLR 024 FOSAMAX
20-068 SLR 013 FOSCAVIR
20-068 SLR 014 FOSCAVIR
20-287 SLR 009 FRAGMIN
20-001 SLR 005 FS SHAMPOO
16-929 SLR 014 FUDR

17-869 SLR 005 FUNDUSCEIN-25
50-314 SLR 007 FUNGIZONE
50-341 SLR 003 FUNGIZONE
05-795 SLR 006 FURACIN
08-693 SLR 026 FURADANTIN
08-693 SLR 028 FURADANTIN
09-175 SLR 026 FURADANTIN
11-270 SLR 016 FUROXONE
11-323 SLR 015 FUROXONE
20-646 SLR 005 GABITRIL
12-715 SLR 024 GANTANOL
09-182 SLR 017 GANTRISIN
09-182 SLR 017 GANTRISIN PEDIATRIC
50-505 SLR 004 GARAMYCIN
50-039 SLR 016 GARAMYCIN

Active Ingredient
FLUDARABINE PHOSPHATE

FLUDEOXYGLUCOSE F-18
RIMANTADINE HYDROCHLORIDE
RIMANTADINE HYDROCHLORIDE
FLUOROURACIL
FLUOROURACIL
FLUOROURACIL
FLUOROURACIL CREAM
HALOTHANE
FLUOROMETHOLONE
FLUOROMETHOLONE
FLUOROMETHOLONE
FOLIC ACID

ISOFLURANE
CEFTAZIDIME
CEFTAZIDIME SODIUM
SAQUINAVIR
ALENDRONATE SODIUM
FOSCARNET SODIUM
FOSCARNET SODIUM
DALTEPARIN SODIUM
FLUOCINOLONE ACETONIDE
FLOXURIDINE
FLUORESCEIN SODIUM
AMPHOTERICIN B
AMPHOTERICIN B
NITROFURAZONE
NITROFURANTOIN
NITROFURANTOIN
NITROFURANTOIN
FURAZOLIDONE
FURAZOLIDONE
TIAGABINE HCL
SULFAMETHOXAZOLE
SULFISOXAZOLE
SULFISOXAZOLE
GENTAMICIN SULFATE
GENTAMICIN SULFATE

Approval Date
24-May-99
5-Nov-97
6-Apr-01
6-Apr-01
3-Sep-76
1-Sep-77
12-May-94
29-Jan-01
30-Jul-87
20-May-92
20-May-92
21-May-92
9-Mar-81
14-May-99
26-Jan-98
26-Jan-98
13-Nov-00
31-Jan-01
13-Jun-00
13-Jun-00
30-Jan-98
16-Feb-95
22-Aug-90
14-Feb-96
12-Jan-71
7-Mar-96
17-Feb-82
17-Feb-98
17-Feb-98
25-Aug-99
20-Jun-86
3-Mar-87
16-Apr-99
4-May-78
4-Aug-93
4-Aug-93
17-Oct-83
29-Jul-97



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

50-425 SLR 004 GARAMYCIN

20-479 SLR 002 GASTROCROM

11-245 SLR 029 GASTROGRAFIN
18-685 SLR 005 GAVISCON

20-509 SLR 010 GEMZAR

20-280 SLR 028 GENOTROPIN

20-280 SLR 028 GENOTROPIN PRESERVATIVE FREE
19-863 SLR 005 GEREF

20-918 SLR 002 GLUCAGEN

12-122 SLR 039 GLUCAGON

20-928 SLR 001 GLUCAGON

20-357 SLR 022 GLUCOPHAGE

21-202 SLR 001 GLUCOPHAGE XR
17-783 SLR 015 GLUCOTROL

21-178 SLR 002 GLUCOVANCE

20-051 SLR 009 GLYNASE

19-011 SLR 007 GOLYTELY

19-011 SLR 008 GOLYTELY

50-051 SLR 041 GRISACTIN

17-717 SLR 021 GYNE-LOTRIMIN
18-052 SLR 022 GYNE-LOTRIMIN
08-372 SLR 029 H.P. ACTHAR GEL
17-892 SLR 033 HALCION

15-921 SLR 075 HALDOL

15-922 SLR 065 HALDOL

15-923 SLR 066 HALDOL

18-701 SLR 043 HALDOL

17-556 SLR 016 HALOG

10-611 SLR 037 HALOTESTIN

10-611 SLR 038 HALOTESTIN

50-719 SLR 005 HELIDAC

17-989 SLR 012 HEMABATE

17-007 SLR 038 HEPARIN LOCK FLUSH
04-570 SLR 055 HEPARIN SODIUM
17-007 SLR 038 HEPARIN SODIUM
17-029 SLR 069 HEPARIN SODIUM PRESERVATIVE FREE
05-264 SLR 073 HEPARIN SODIUM PRESERVATIVE FREE
13-935 SLR 013 HERPLEX

Active Ingredient
GENTAMYCIN SULFATE

CROMOLYN SODIUM

DIATRIZOATE MEGLUMINE

ALUMINUM HYDROXIDE/MAGNESIUM TRISILICATE
GEMCITABINE HCL

SOMATROPIN (RDNA ORIGIN) FOR INJECTION
SOMATROPIN (RDNA ORIGIN) FOR INJECTION
SERMORELIN ACETATE

GLUCAGON (RDNA)

GLUCAGON HYDROCHLORIDE

GLUCAGON FOR INJECTION (RDNA ORIGIN) 1MG
METFORMIN HCL

METFORMIN HCL

GLIPIZIDE

METFORMIN HCL/GLYBURIDE

GLYBURIDE

POLYETHYLENE GLYCOL 3350/ELECTROLYTES
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
GRISEOFULVIN, MICROCRYSTALLINE

CLOTRIMAZOLE
CORTICOTROPIN

TRIAZOLAM

HALOPERIDOL

HALOPERIDOL LACTATE
HALOPERIDOL LACTATE
HALOPERIDOL DECANOATE
HALCINONIDE
FLUOXYMESTERONE
FLUOXYMESTERONE

BISMUTH SUBSALICYLATE/METRONIDAZOLE/TETR
CARBOPROST TROMETHAMINE
HEPARIN SODIUM

HEPARIN SODIUM

HEPARIN SODIUM

HEPARIN SODIUM

HEPARIN SODIUM
IDOXURIDINE

Approval Date
29-Jul-97
8-Feb-00
5-Aug-94
25-Jan-95
23-Jun-00
18-Aug-00
18-Aug-00

27-Mar-98
18-Aug-00
12-May-97
19-Jul-99
8-Feb-01
19-Apr-01
6-Aug-99
28-Feb-01
28-Oct-99
24-Mar-93
24-Mar-93
16-Jun-72
8-Oct-92
8-Oct-92
22-Apr-92
4-Apr-96
2-May-00
2-May-00
2-May-00
2-May-00
7-Jun-78
20-May-91
20-May-91
30-Jun-99
11-May-98
6-Sep-00
15-Sep-99
6-Sep-00
25-Aug-93
21-Mar-00
22-Aug-77



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
18-905 SLR 019 HEXABRIX IOXAGLATE MEGLUMINE/IOXAGLATE SODIUM 13-Jan-95
14-694 SLR 028 HEXADROL DEXAMETHASONE SODIUM PHOSPHATE INJECTION 8-Nov-95
19-926 SLR 010 HEXALEN ALTRETAMINE 10-Feb-93
17-768 SLR 025 HIBICLENS CHLORHEXIDINE GLUCONATE 25-Aug-89
18-423 SLR 010 HIBICLENS CHLORHEXIDINE 25-Aug-89
18-300 SLR 006 HIBISTAT CHLORHEXIDINE 4-Aug-89
17-681 SLR 003 HIPREX METHENAMINE HIPPURATE 25-Nov-80
17-681 SLR 004 HIPREX METHENAMINE HIPPURATE 25-Nov-80
20-199 SLR 012 HIVID ZALCITABINE 19-Apr-00
16-624 SLR 013 HMS MEDRYSONE 27-Oct-76
16-624 SLR 020 HMS MEDRYSONE 27-Oct-76
16-624 SLR 021 HMS MEDRYSONE 27-Oct-76
16-624 SLR 022 HMS MEDRYSONE 27-Oct-76
20-563 SLR 003 HUMALOG LISPRO INSULIN 16-Jul-97
20-563 SLR 003 HUMALOG PEN LISPRO INSULIN 16-Jul-97
19-640 SLR 026 HUMATROPE SOMATROPIN, BIOSYNTHETIC 12-Feb-01
11-860 SLR 024 HUMORSOL DEMECARIUM BROMIDE 22-Dec-93
19-717 SLR 023 HUMULIN 70/30 INSULIN SUSP ISOPHANE/INSULIN BIOSYN HUM 18-Apr-97
19-717 SLR 023 HUMULIN 70/30 PEN INSULIN SUSP ISOPHANE/INSULIN BIOSYN HUM 18-Apr-97
19-377 SLR 015 HUMULIN L INSULIN ZINC SUSP, BIOSYNTHETIC HUMAN 22-Feb-95
18-781 SLR 047 HUMULIN N INSULIN SUSP ISOTHANE BIOSYNTHETIC HUMAN 16-Apr-97
18-780 SLR 055 HUMULIN R INSULIN BIOSYNTHETIC HUMAN 16-Apr-97
18-780 SLR 055 HUMULIN R PEN INSULIN BIOSYNTHETIC HUMAN 16-Apr-97
19-571 SLR 014 HUMULIN U INSULIN ZINC SUSP EXTENDED BIOSYN HUMAN 22-Feb-95
10-562 SLR 029 HYDELTRA-TBA PREDNISOLONE TEBUTATE 26-Aug-93
09-087 SLR 045 HYDERGINE ERGOLOID MESYLATES 12-Nov-98
17-993 SLR 027 HYDERGINE ERGOLOID MESYLATES 12-Nov-98
18-706 SLR 019 HYDERGINE LC ERGOLOID MESYLATES 12-Nov-98
16-295 SLR 034 HYDREA HYDROXYUREA 4-Apr-01
12-052 SLR 042 HYDROCORTONE HYDROCORTISONE SODIUM PHOSPHATE 26-Aug-93
08-228 SLR 027 HYDROCORTONE HYDROCORTISONE ACETATE 27-Aug-93
08-506 SLR 022 HYDROCORTONE HYDROCORTISONE ACETATE 27-Aug-93
11-835 SLR 060 HYDRODIURIL HYDROCHLOROTHIAZIDE 5-Nov-98
13-264 SLR 020 HYDROMOX QUINETHAZONE 7-Jun-78
11-958 SLR 055 HYDROPRES 50 RESERPINE/HYDROCHLOROTHIAZIDE 23-May-95
17-439 SLR 113 HYDROXYPROGESTERONE CAPROATE HYDROXYPROGESTERONE CAPROATE 14-May-91
17-439 SLR 118 HYDROXYPROGESTERONE CAPROATE HYDROXYPROGESTERONE CAPROATE 14-May-91

17-439 SLR 119 HYDROXYPROGESTERONE CAPROATE HYDROXYPROGESTERONE CAPROATE 14-May-91



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
18-104 SLR 006 HYLOREL

18-104 SLR 007 HYLOREL

09-561 SLR 077 HYPAQUE

16-403 SLR 068 HYPAQUE

09-561 SLR 077 HYPAQUE SODIUM 20%
16-996 SLR 010 HYPERSTAT
19-057 SLR 011 HYTRIN

20-347 SLR 002 HYTRIN

20-387 SLR 014 HYZAAR

50-661 SLR 001 IDAMYCIN

50-734 SLR 004 IDAMYCIN PFS
19-763 SLR 007 IFEX/MESNEX KIT
17-931 SLR 020 ILETIN I

18-344 SLR 018 ILETIN Il

50-010 SLR 022 ILOSONE

50-368 SLR 009 ILOTYCIN

50-368 SLR 010 ILOTYCIN

50-370 SLR 018 ILOTYCIN GLUCEPTATE
20-225 SLR 007 IMDUR

20-626 SLR 003 IMITREX

20-080 SLR 021 IMITREX

20-080 SLR 024 IMITREX

20-080 SLR 025 IMITREX

20-080 SLR 026 IMITREX

20-080 SLR 027 IMITREX

20-132 SLR 007 IMITREX

20-132 SLR 008 IMITREX

20-132 SLR 010 IMITREX

17-694 SLR 047 IMODIUM

19-487 SLR 015 IMODIUM A-D
19-860 SLR 018 IMODIUM A-D
17-391 SLR 002 IMURAN

16-324 SLR 011 IMURAN

16-796 SLR 035 INAPSINE

16-418 SLR 071 INDERAL

16-419 SLR 022 INDERAL

18-553 SLR 027 INDERAL LA
19-059 SLR 017 INDERIDE LA 120/50

Active Ingredient
GUANADREL SULFATE

GUANADREL SULFATE
DIATRIZOATE SODIUM
DIATRIZOATE MEGLUMINE
DIATRIZOATE SODIUM
DIAZOXIDE

TERAZOSIN HYDROCHLORIDE
TERAZOSIN HYDROCHLORIDE
LOSARTAN POTASSIUM/HYDROCLORTHIAZIDE
IDARUBICIN HYDROCHLORIDE
IDAUBICIN HCL INJECTION
IFOSFAMIDE

INSULIN, PORK

INSULIN, PURIFIED PORK
ERYTHROMYCIN ESTOLATE
ERYTHROMYCIN
ERYTHROMYCIN
ERYTHROMYCIN GLUCEPTATE
ISOSORBIDE MONONITRATE
SUMATRIPTAN

SUMATRIPTAN SUCCINATE
SUMATRIPTAN SUCCINATE
SUMATRIPTAN SUCCINATE
SUMATRIPTAN SUCCINATE
SUMATRIPTAN SUCCINATE
SUMATRIPTAN SUCCINATE
SUMATRIPTAN SUCCINATE
SUMATRIPTAN SUCCINATE
LOPERAMIDE HYDROCHLORIDE
LOPERAMIDE HYDROCHLORIDE
LOPERAMIDE HYDROCHLORIDE
AZATHIOPRINE

AZATHIOPRINE

DROPERIDOL

PROPRANOLOL

PROPRANOLOL

PROPRANOLOL HYDROCHLORIDE
PROPRANOLOL HCL/HYDROCHLOROTHIZAIDE

Approval Date
1-Aug-90
1-Aug-90

15-Jun-95
15-Jun-95
15-Jun-95
7-Jan-83
18-Sep-96
18-Sep-96
28-Jan-00
7-Jan-91
12-Aug-99
9-Aug-95
22-Apr-92
18-Mar-92
24-Apr-97
14-Jul-93
14-Jul-93
7-Dec-93
17-Feb-99
11-Dec-00
2-Feb-01
2-Feb-01
2-Feb-01
2-Feb-01
2-Feb-01
9-Feb-01
9-Feb-01
9-Feb-01
1-Mar-99
28-0Oct-96
5-Apr-01
23-Apr-82
30-Aug-94
18-Feb-00
22-Aug-99
22-Aug-99
22-Aug-99
3-May-01



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
19-059 SLR 017 INDERIDE LA 160/50
19-059 SLR 017 INDERIDE LA 80/50
18-031 SLR 031 INDERIDE-80/25
16-059 SLR 087 INDOCIN
17-814 SLR 027 INDOCIN
18-332 SLR 020 INDOCIN
18-878 SLR 014 INDOCIN I.V.
17-441 SLR 161 INFED
18-565 SLR 005 INFUMORPH
18-700 SLR 019 INOCOR
20-845 SLR 001 INOMAX
18-596 SLR 026 INTAL
18-887 SLR 017 INTAL
20-718 SLR 003 INTEGRILIN
17-643 SLR 060 INTRALIPID 10%
18-449 SLR 027 INTRALIPID 20%
17-395 SLR 029 INTROPIN
02-282 SLR 016 INULIN AND SODIUM CHLORIDE
10-251 SLR 020 INVERSINE
20-628 SLR 014 INVIRASE
10-929 SLR 019 IODOTOPE
11-613 SLR 023 IONAMIN
19-779 SLR 011 IOPIDINE
20-258 SLR 011 IOPIDINE
12-329 SLR 054 ISMELIN
08-678 SLR 021 ISONIAZID
10-375 SLR 023 ISOPROTERENOL HCL
18-593 SLR 014 ISOPTIN
18-485 SLR 009 ISOPTIN
19-152 SLR 023 ISOPTIN SR
12-882 SLR 032 ISORDIL
12-093 SLR 043 ISORDIL
12-940 SLR 043 ISORDIL
18-735 SLR 038 ISOVUE-128
18-735 SLR 038 ISOVUE-200
18-735 SLR 038 ISOVUE-250
18-735 SLR 038 ISOVUE-300
18-735 SLR 038 ISOVUE-370

Active Ingredient
PROPRANOLOL HCL/HYDROCHLOROTHIZAIDE

PROPRANOLOL HCL/HYDROCHLOROTHIZAIDE
HYDROCHLOROTHIAZIDE/PROPRANOLOL HCL
INDOMETHACIN

INDOMETHACIN

INDOMETHACIN

INDOMETHACIN

IRON DEXTRAN

MORPHINE SULFATE

AMRINONE LACTATE

NITRIC OXIDE INHALED GAS 400PPM
CROMOLYN SODIUM

CROMOLYN SODIUM

INTRIFIBAN

SOYBEAN OIL

SOYBEAN OIL

DOPAMINE HYDROCHLORIDE

INULIN

MECAMYLAMINE

SAQUINAVIR

SODIUM IODIDE, I-131
PHENTERMINE RESIN COMPLEX
APRACLONIDINE HYDROCHLORIDE
APRACLONIDINE OPHTHALMIC SOLUTION 0.5%
GUANETHIDINE MONOSULFATE
ISONIAZID

ISOPROTERENOL SULFATE
VERAPAMIL HYDROCHLORIDE
VERAPAMIL HYDROCHLORIDE
VERAPAMIL HYDROCHLORIDE
ISOSRBIDE DINITRATE

ISOSORBIDE DINITRATE
ISOSORBIDE DINITRATE

IOPAMIDOL

IOPAMIDOL

IOPAMIDOL

IOPAMIDOL

IOPAMIDOL

Approval Date
3-May-01
3-May-01
3-May-01
24-Oct-94
24-Oct-94
24-Oct-94
15-May-98
18-Apr-01
28-Apr-94
28-Jan-00
21-May-01
27-May-97
23-Jul-97
21-Jul-99
20-Dec-00
28-Dec-00
17-Jun-97
20-Apr-99
31-Mar-00
14-Nov-00
23-Feb-81
27-Feb-98
3-Nov-97
16-May-00
22-0Oct-86
6-Mar-97
30-Dec-97
20-Jul-88
7-Mar-94
13-Jan-98
11-Jan-95
16-Jun-99
16-Jun-99
29-Sep-95
29-Sep-95
29-Sep-95
29-Sep-95
29-Sep-95



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

18-735 SLR 038 ISOVUE-M 200
18-735 SLR 038 ISOVUE-M 300
10-515 SLR 023 ISUPREL

19-817 SLR 008 IV PERSANTINE
20-532 SLR 008 IVY BLOCK

20-602 SLR 003 JUNIOR STRENGTH MOTRIN
20-601 SLR 005 JUNIOR STRENGTH MOTRIN
20-616 SLR 003 KADIAN

21-226 SLR 002 KALETRA

21-251 SLR 002 KALETRA

11-287 SLR 016 KAYEXALATE
19-439 SLR 015 K-DUR 10

19-439 SLR 015 K-DUR 20

50-440 SLR 019 KEFLET

50-405 SLR 090 KEFLEX

50-482 SLR 027 KEFLIN

50-614 SLR 016 KEFTAB

50-614 SLR 018 KEFTAB

50-614 SLR 019 KEFTAB

12-104 SLR 019 KENALOG

11-601 SLR 035 KENALOG

12-097 SLR 006 KENALOG IN ORABASE
12-041 SLR 027 KENALOG-10
21-035 SLR 003 KEPPRA

19-507 SLR 004 KERLONE

16-812 SLR 026 KETALAR

17-697 SLR 010 KINEVAC

17-533 SLR 031 KLONOPIN

20-239 SLR 007 KYTRIL

19-155 SLR 003 LAC-HYDRIN

18-771 SLR 009 LACRISERT

20-241 SLR 015 LAMICTAL

20-764 SLR 008 LAMICTAL CD
20-539 SLR 010 LAMISIL

19-500 SLR 002 LAMPRENE

18-118 SLR 016 LANOXICAPS
09-330 SLR 020 LANOXIN

09-330 SLR 020 LANOXIN PEDIATRIC

Active Ingredient
IOPAMIDOL

IOPAMIDOL

ISOPROTERENOL
DIPYRIDAMOLE
QUATERNIUM-18 BENTONITE
IBUPROFEN

IBUPROFEN

MORPHINE SULFATE
LOPINAVIR/RITONAVIR 133.3/33.3 CAPSULE
LOPINAVIR/RITONAVIR 80/20MG/ML ORAL SOLU
SODIUM POLYSTYRENE SULFONATE
POTASSIUM CHLORIDE
POTASSIUM CHLORIDE
CEPHALEXIN

CEPHALEXIN

CEPHALOTHIN SODIUM
CEPHALEXIN HYDROCHLORIDE
CEPHALEXIN HYDROCHLORIDE
CEPHALEXIN HYDROCHLORIDE
TRIAMCINOLONE ACETONIDE
TRIAMCINOLONE ACETONIDE
TRIAMCINOLONE ACETONIDE
TRIAMCINOLONE ACETONIDE
LEVETIRACETAM

BETAXOLOL HYDROCHLORIDE
KETAMINE HYDROCHLORIDE
SINCALIDE

CLONAZEPAM

GRANISETRON HYDROCHLORIDE
AMMONIUM LACTATE
HYDROXYPROPYL CELLULOSE
LAMOTRIGINE

LAMOTRIGINE

TERBINAFINE HCL
CLOFAZIMINE

DIGOXIN

DIGOXIN

DIGOXIN

Approval Date
29-Sep-95
29-Sep-95
23-Feb-00

9-Jun-95
16-May-01
13-Sep-99
29-Dec-99
16-Jul-99
13-Mar-01
13-Mar-01
21-Oct-91
20-Dec-90
20-Dec-90
30-Jul-91
15-May-96
19-Jan-93
29-Jul-99
29-Jul-99
29-Jul-99
2-Oct-79
24-Mar-80
8-Feb-77
6-Oct-93
10-Apr-00
1-Jun-92
14-Feb-01
22-Dec-92
11-Apr-01
20-Mar-97
27-Mar-86
15-Jun-97
23-Feb-01
23-Feb-01
13-Apr-01
30-Mar-89
15-Jul-98
15-Jul-98
15-Jul-98



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

19-591 SLR 010 LARIAM

19-591 SLR 012 LARIAM

16-912 SLR 042 LARODOPA

16-273 SLR 051 LASIX

17-688 SLR 018 LASIX

16-363 SLR 056 LASIX

18-347 SLR 020 LENTE ILETIN Il (PORK)
20-261 SLR 028 LESCOL

08-107 SLR 051 LEUCOVORIN CALCIUM
40-056 SL 003 LEUCOVORIN CALCIUM PRESERVATIVE FREE
40-147 SL 004 LEUCOVORIN CALCIUM PRESERVATIVE FREE
10-669 SLR 017 LEUKERAN

20-634 SLR 009 LEVAQUIN

20-635 SLR 008 LEVAQUIN

20-635 SLR 008 LEVAQUIN IN DEXTROSE 5%
18-976 SLR 009 LEVATOL

08-719 SLR 021 LEVO-DROMORAN
07-513 SLR 022 LEVOPHED

20-668 SLR 006 LEXXEL

12-301 SLR 017 LIBRIUM

16-909 SLR 043 LIDEX

17-373 SLR 031 LIDEX

16-908 SLR 049 LIDEX

18-849 SLR 010 LIDEX

20-575 SLR 005 LIDOCAINE

16-949 SLR 033 LIMBITROL DS

50-316 SLR 006 LINCOCIN

50-317 SLR 012 LINCOCIN

17-851 SLR 034 LIORESAL

20-702 SLR 014 LIPITOR

18-997 SLR 018 LIPOSYN Il 10%
18-991 SLR 017 LIPOSYN Il 20%
16-834 SLR 012 LITHIUM CARBONATE
18-421 SLR 006 LITHIUM CITRATE
18-027 SLR 034 LITHOBID

18-749 SLR 006 LITHOSTAT

20-219 SLR 004 LIVOSTIN

17-612 SLR 031 LO/OVRAL

Active Ingredient
MEFLOQUINE HYDROCHLORIDE

MEFLOQUINE HYDROCHLORIDE
LEVODOPA

FUROSEMIDE

FUROSEMIDE

FUROSEMIDE

INSULIN ZINC SUSP PURIFIED PORK
FLUVASTATIN SODIUM

LEUCOVORIN CALCIUM

LEUKERAN

LEVOFLOXACIN TABS

LEVOFLOXACIN

LEVOFLOXACIN

PENBUTOLOL SULFATE
LEVORPHANOL TARTRATE
NOREPINEPHRINE BITARTRATE
ENALAPRIL MALEATE/FELODIPINE ER TABS
CHLORDIAZEPOXIDE HYDROCHLORIDE
FLUOCINONIDE

FLUOCINONIDE

FLUOCINONIDE

FLUOCINONIDE

LIDOCAINE

CHLORDIAZEPOXIDE AND AMITRIPTYLINE HCL
LINCOMYCIN HYDROCHLORIDE
LINCOMYCIN HYDROCHLORIDE
BACLOFEN

ATORVASTATIN CALCIUM

SAFFLOWER OIL/SOYBEAN OIL
SAFFLOWER OIL/SOYBEAN OIL
LITHIUM CARBONATE

LITHIUM CITRATE

LITHIUM CARBONATE
ACETOHYDROXAMIC ACID

LEVOCABASTINE HYDROCHLORIDE OPHTHALMIC S

NORGESTREL/ETHINYL ESTRADIOL

Approval Date
2-Aug-99
2-Aug-99
3-Jan-86

26-Jan-95
26-Jan-95
6-Mar-96
28-Sep-95
6-Oct-00
21-Jul-97
3-Aug-98
5-Oct-98
9-Feb-96
2-Feb-00
2-Feb-00
2-Feb-00
6-Feb-01
7-Jun-84
20-Sep-99
18-Jul-00
29-Mar-85
12-Mar-91
12-Mar-91
3-Mar-95
14-Mar-95
11-Mar-99
5-Jun-01
28-0Oct-98
28-0Oct-98
17-Nov-89
28-Aug-98
15-Feb-01
15-Feb-01
27-Mar-80
24-Mar-83
20-Apr-90
3-Aug-88
14-Aug-96
3-Apr-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

Active Ingredient Approval Date

18-922 SLR 015 LODINE ETODOLAC 28-Jun-96
20-584 SLR 001 LODINE XL ETODOLAC 3-Feb-98

17-830 SLR 007 LODOSYN CARBIDOPA 27-Jan-86
17-830 SLR 008 LODOSYN CARBIDOPA 27-Jan-86
17-830 SLR 012 LODOSYN CARBIDOPA 27-Jan-86
17-875 SLR 030 LOESTRIN 21 1.5/30 ETHINYL ESTRADIOL/NORETHINDRONE ACETATE 24-Nov-99
17-876 SLR 029 LOESTRIN 21 1/20 ETHINYL ESTRADIOL/NORETHINDRONE ACETATE 24-Nov-99
17-355 SLR 044 LOESTRIN FE 1.5/30 ETHINYL ESTRADIOL/NORETHINDRONE ACETATE 24-Nov-99
17-354 SLR 042 LOESTRIN FE 1/20 ETHINYL ESTRADIOL/NORETHINDRONE/FERROUS 24-Nov-99
12-462 SLR 040 LOMOTIL DIPHENOXYLATE/ATROPINE 18-Feb-94
12-699 SLR 035 LOMOTIL DIPHENOXYLATE/ATROPINE 18-Feb-94
18-154 SLR 020 LONITEN MINOXIDIL 8-Apr-94

18-422 SLR 034 LOPID GEMFIBROZIL 3-Dec-98

18-704 SLR 004 LOPRESSOR METOPROLOL TARTRATE 14-Jun-90
17-963 SLR 051 LOPRESSOR METOPROLOL TARTRATE 16-Mar-99
18-303 SLR 016 LOPRESSOR HCT METOPROLOL TARTRATE/HYDROCHLOROTHIAZIDE 7-Nov-97

18-748 SLR 005 LOPROX CICLOPIROX 23-Feb-95
19-824 SLR 003 LOPROX CICLOPIROX OLAMINE 23-Feb-95
50-667 SLR 020 LORABID LORACARBEF 11-May-01
50-668 SLR 022 LORABID LORACARBEF 11-May-01
40-100 SL 003 LORTAB 3-Jan-97

40-099 SL 006 LORTAB 13-Jul-99
19-851 SLR 016 LOTENSIN BENAZEPRIL HYDROCHLORIDE 29-Jul-98
20-033 SLR 013 LOTENSIN HCT BENAZEPRIL HCL/HYDROCHLOROTHIAZIDE 29-Jul-98
20-364 SLR 008 LOTREL AMLODIPINE BESYLATE/BENAZEPRIL HCL 16-Jun-99
17-613 SLR 012 LOTRIMIN CLOTRIMAZOLE 20-May-85
17-619 SLR 016 LOTRIMIN CLOTRIMAZOLE 20-May-85
18-813 SLR 004 LOTRIMIN CLOTRIMAZOLE 20-May-85
21-107 SLR 002 LOTRONEX ALOSETRON HCL 11-Aug-00
20-164 SLR 037 LOVENOX ENOXAPARIN SODIUM 17-Nov-00
17-525 SLR 049 LOXITANE LOXAPINE SUCCINATE 16-Sep-98
17-658 SLR 035 LOXITANE C LOXAPINE HYDROCHLORIDE 16-Sep-98
18-039 SLR 023 LOXITANE IM LOXAPINE 16-Sep-98
18-538 SLR 026 LOZOL INDAPAMIDE 10-Oct-00
17-543 SLR 018 LUDIOMIL MAPROTILINE HYDROCHLORIDE 10-Apr-97
17-543 SLR 019 LUDIOMIL MAPROTILINE HYDROCHLORIDE 10-Apr-97
17-543 SLR 021 LUDIOMIL MAPROTILINE HYDROCHLORIDE 10-Apr-97
17-543 SLR 026 LUDIOMIL MAPROTILINE HYDROCHLORIDE 10-Apr-97



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
17-543 SLR 029 LUDIOMIL MAPROTILINE HYDROCHLORIDE 10-Apr-97
17-543 SLR 030 LUDIOMIL MAPROTILINE HYDROCHLORIDE 10-Apr-97
19-010 SLR 004 LUPRON LEUPROLIDE ACETATE/SODIUM CHLORIDE 12-Mar-87
19-732 SLR 020 LUPRON DEPOT LEUPROLIDE ACETATE 1-Mar-01
20-011 SLR 020 LUPRON DEPOT LEUPROLIDE ACETATE FOR DEPOT SUSPENSION 1-Mar-01
20-517 SLR 010 LUPRON DEPOT LEUPROLIDE ACETATE FOR DEPOT SUSPENSION 1-Mar-01
20-708 SLR 010 LUPRON DEPOT-3 LEUPROLIDE ACETATE FOR DEPOT SUSPENSION 1-Mar-01
20-517 SLR 010 LUPRON DEPOT-4 LEUPROLIDE ACETATE FOR DEPOT SUSPENSION 1-Mar-01
20-263 SLR 009 LUPRON DEPOT-PED LEUPROLIDE ACETATE 10-Jan-97
19-687 SLR 013 LUTREPULSE KIT GONADORELIN ACETATE 2-Dec-93
20-243 SLR 022 LUVOX FLUVOXAMINE MALEATE 9-Aug-00
20-934 SLR 001 LUXIQ BETAMETHASONE VALERATE 12-Nov-00
12-142 SLR 103 LYOPHILIZED CYTOXAN CYCLOPHOSPHAMIDE 30-Jan-01
16-885 SLR 020 LYSODREN MITOTANE 4-Sep-97
18-920 SLR 020 M.V.l. PEDIATRIC MULTIPLE VITAMINS 21-Sep-00
08-809 SLR 025 M.V.l.-12 MULTIPLE VITAMINS 19-Apr-91
20-064 SLR 005 MACROBID NITROFURANTOIN/NITROFURANTOIN MACROCRYST 17-Feb-98
20-064 SLR 009 MACROBID NITROFURANTOIN/NITROFURANTOIN MACROCRYST 17-Feb-98
16-620 SLR 056 MACRODANTIN NITROFURANTOIN MACROCRYSTALS 17-Feb-98
16-620 SLR 058 MACRODANTIN NITROFURANTOIN MACROCRYSTALS 17-Feb-98
19-316 SLR 008 MAGNESIUM SULFATE MAGNESIUM SULFATE 28-0Oct-98
20-309 SLR 008 MAGNESIUM SULFATE MAGNESIUM SULFATE 28-0Oct-98
20-488 SLR 003 MAGNESIUM SULFATE IN DEXTROSE 5% MAGNESIUM SULFATE IV 10MG/ML 20MG/ML 5% 28-0Oct-98
19-596 SLR 018 MAGNEVIST GADOPENTETATE DIMEGLUMINE 10-Mar-00
50-504 SLR 025 MANDOL CEFAMANDOLE NAFATE 10-May-95
14-217 SLR 021 MAOLATE CHLORPHENESIN CARBAMATE 15-May-81
18-692 SLR 002 MARCAINE BUPIVACAINE HYDROCHLORIDE 9-Mar-99
18-692 SLR 003 MARCAINE BUPIVACAINE HYDROCHLORIDE 9-Mar-99
16-964 SLR 046 MARCAINE HCL BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 048 MARCAINE HCL BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 051 MARCAINE HCL BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 052 MARCAINE HCL BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 046 MARCAINE HCL PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 048 MARCAINE HCL PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 051 MARCAINE HCL PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 052 MARCAINE HCL PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 046 MARCAINE HCL W/ EPINEPHRINE BUPIVACAINE HYDROCHLORIDE 11-Mar-99

16-964 SLR 048 MARCAINE HCL W/ EPINEPHRINE BUPIVACAINE HYDROCHLORIDE 11-Mar-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
16-964 SLR 051 MARCAINE HCL W/ EPINEPHRINE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 052 MARCAINE HCL W/ EPINEPHRINE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 046 MARCAINE HCL W/ EPINEPHRINE PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 048 MARCAINE HCL W/ EPINEPHRINE PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 051 MARCAINE HCL W/ EPINEPHRINE PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
16-964 SLR 052 MARCAINE HCL W/ EPINEPHRINE PRESERVATIVE FREE BUPIVACAINE HYDROCHLORIDE 11-Mar-99
18-651 SLR 013 MARINOL DRONABINOL 22-Sep-00
11-961 SLR 033 MARPLAN ISOCARBOXAZID 23-Jun-00
16-785 SLR 026 MATULANE PROCARBAZINE HYDROCHLORIDE 17-Aug-87
20-528 SLR 004 MAVIK TRANDOLAPRIL 5-Apr-00
19-009 SLR 005 MAXAIR PIRBUTEROL ACETATE 11-Feb-98
20-014 SLR 009 MAXAIR PIRBUTEROL ACETATE INHALATION AEROSOL 11-Feb-98
20-864 SLR 004 MAXALT RIZATRIPTAN BENZOATE 11-Dec-00
20-864 SLR 007 MAXALT RIZATRIPTAN BENZOATE 11-Dec-00
20-865 SLR 005 MAXALT-MLT RIZATRIPTAN BENZOATE 11-Dec-00
20-865 SLR 007 MAXALT-MLT RIZATRIPTAN BENZOATE 11-Dec-00
20-013 SLR 011 MAXAQUIN LOMEFLOXACIN HYDROCHLORIDE 6-May-99
20-013 SLR 012 MAXAQUIN LOMEFLOXACIN HYDROCHLORIDE 6-May-99
20-013 SLR 013 MAXAQUIN LOMEFLOXACIN HYDROCHLORIDE 6-May-99
13-422 SLR 024 MAXIDEX DEXAMETHASONE 0.1% 26-Sep-96
50-679 SLR 013 MAXIPIME CEFEPIME HYDROCHLORIDE 20-Sep-00
50-023 SLR 011 MAXITROL NEOMYCIN SO4/POLYMIXIN B/DEXAMETHASONE 30-Aug-95
50-065 SLR 029 MAXITROL NEOMYCIN SO4/POLYMIXIN B/DEXAMETHASONE 30-Aug-95
19-129 SLR 028 MAXZIDE HYDROCHLOROTHIAZIDE/TRIAMTERENE 10-Jan-97
19-292 SLR 008 MD-76R DIATRIZOATE MEGLUMINE/DIATRIZOATE SODIUM 13-Jan-95
18-006 SLR 018 MECLOMEN MECLOFENAMATE SODIUM 9-Jan-89
10-375 SLR 023 MEDIHALER-ISO ISOPROTERENOL SULFATE 30-Dec-97
11-153 SLR 051 MEDROL METHYLPREDNISOLONE 28-Dec-93
12-421 SLR 022 MEDROL ACETATE METHYLPREDNISOLONE ACETATE 2-Apr-82
50-517 SLR 038 MEFOXIN CEFOXITIN SODIUM 14-Feb-00
50-581 SLR 020 MEFOXIN IN DEXTROSE 5% IN PLASTIC CONTAINER CEFOXITIN SODIUM 27-Feb-97
20-264 SLR 004 MEGACE MEGESTROL ACETATE 8-Aug-97
16-979 SLR 049 MEGACE MEGESTROL ACETATE 31-Jan-01
11-808 SLR 178 MELLARIL THIORIDAZINE HYDROCHLORIDE 15-Mar-01
17-923 SLR 049 MELLARIL-S THIORIDAZINE 15-Mar-01
11-730 SLR 023 MEPERGAN MEPERIDINE HCL/PROMETHAZINE HCL 19-Aug-99
10-104 SLR 016 MEPHYTON PHYTONADIONE 24-May-95

20-500 SLR 002 MEPRON ATOVAQUONE 2-May-97



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
20-586 SLR 002 MERETEK UBT KIT (W/ PRANACTIN) UREA, C-13 13-Mar-98
20-632 SLR 006 MERIDIA SIBUTRAMINE HCL MONOHYDRATE 12-Nov-99
50-706 SLR 007 MERREM I.V. MEROPENEM 6-Feb-01
06-008 SLR 041 MESANTOIN MEPHENYTOIN 14-Dec-94
06-008 SLR 042 MESANTOIN MEPHENYTOIN 14-Dec-94
19-884 SLR 005 MESNEX MESNA 25-Sep-95
09-829 SLR 007 MESTINON PYRIDOSTIGMINE BROMIDE 27-Jan-86
15-193 SLR 014 MESTINON PYRIDOSTIGMINE BROMIDE 27-Jan-86
17-058 SLR 006 METHADONE HCL METHADONE HYDROCHLORIDE 28-Jan-86
17-116 SLR 012 METHADOSE METHADONE HYDROCHLORIDE 20-Apr-93
06-035 SLR 060 METHERGINE METHYLERGONOVINE MALEATE 27-May-97
11-719 SLR 100 METHOTREXATE LPF METHOTREXATE SODIUM 8-May-01
08-085 SLR 051 METHOTREXATE SODIUM METHOTREXATE SODIUM 8-May-01
11-719 SLR 100 METHOTREXATE SODIUM METHOTREXATE SODIUM 8-May-01
11-719 SLR 100 METHOTREXATE SODIUM PRESERVATIVE FREE METHOTREXATE SODIUM 8-May-01
09-766 SLR 014 METICORTEN PREDNISONE 13-Apr-94
10-210 SLR 019 METIMYD PREDNISOLONE ACETATE/SULFACETAMIDE NA 30-Dec-94
12-911 SLR 015 METOPIRONE METYRAPONE 12-Mar-92
18-674 SL 010 METRO I.V. 22-Jun-90
18-900 SL 014 METRO L.V. IN PLASTIC CONTAINER 17-Mar-93
19-737 SLR 006 METROGEL METRONIDAZOLE 21-Aug-95
20-208 SLR 007 METROGEL-VAGINAL METRONIDAZOLE 28-Jul-97
18-907 SL 004 METRONIDAZOLE 20-Dec-88
18-889 SL 010 METRONIDAZOLE 23-Jun-93
18-890 SLI 023 METRONIDAZOLE 3-Dec-93
06-632 SLR 011 METUBINE IODIDE METOCURINE IODIDE 14-Jul-87
19-643 SLR 062 MEVACOR LOVASTATIN 26-Apr-01
19-643 SLR 064 MEVACOR LOVASTATIN 26-Apr-01
18-873 SLR 015 MEXITIL MEXILETINE HYDROCHLORIDE 10-May-96
50-549 SLR 022 MEZLIN MEZLOCILLIN SODIUM MONOHYDRATE 10-Nov-98
17-808 SLR 014 MIACALCIN CALCITONIN, SALMON 14-Jul-97
20-313 SLR 010 MIACALCIN CALCITONIN-SALMON 12-Jan-98
18-238 SLR 022 MICRO-K 10 POTASSIUM CHLORIDE 30-Jan-98
18-238 SLR 023 MICRO-K 10 POTASSIUM CHLORIDE 30-Jan-98
17-498 SLR 021 MICRONASE GLYBURIDE 28-0ct-99
16-954 SLR 085 MICRONOR NORETHINDRONE 10-Nov-99
18-200 SLR 020 MIDAMOR AMILORIDE HYDROCHLORIDE 16-Sep-92
17-442 SLR 027 MINIPRESS PRAZOSIN HYDROCHLORIDE 1-May-89



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
17-986 SLR 010 MINIZIDE

50-445 SLR 016 MINOCIN

50-649 SLR 006 MINOCIN

50-444 SLR 031 MINOCIN

16-096 SLR 024 MINTEZOL
16-097 SLR 023 MINTEZOL
16-211 SLR 023 MIOCHOL

20-213 SLR 002 MIOCHOL-E
16-968 SLR 012 MIOSTAT

10-909 SLR 010 MIRADON

20-667 SLR 007 MIRAPEX

20-713 SLR 007 MIRCETTE
20-098 SLR 012 MIVACRON
20-098 SLR 012 MIVACRON IN DEXTROSE 5%
17-111 SLR 055 MOBAN

17-938 SLR 022 MOBAN

17-488 SLR 101 MODICON 21
17-488 SLR 104 MODICON 21
18-201 SLR 034 MODURETIC 5-50
18-888 SLR 006 MONISTAT 3
18-520 SLR 014 MONISTAT 7
17-450 SLR 040 MONISTAT 7
18-888 SLR 006 MONISTAT DUAL-PAK
17-494 SLR 024 MONISTAT-DERM
50-579 SLR 036 MONOCID
50-641 SLR 005 MONODOX
20-215 SLR 011 MONOKET
19-915 SLR 021 MONOPRIL
20-286 SLR 004 MONOPRIL-HCT
17-744 SLR 010 MOTOFEN
17-463 SLR 077 MOTRIN

17-463 SLR 078 MOTRIN

17-463 SLR 079 MOTRIN

19-842 SLR 003 MOTRIN

19-012 SLR 024 MOTRIN MIGRAINE PAIN
19-516 SLR 015 MS CONTIN
13-601 SLR 052 MUCOMYST
20-700 SLR 007 MUSE

Active Ingredient
PRAZOSIN HYDROCHLORIDE/POLYTHIAZIDE

MINOCYCLINE HYDROCHLORIDE
MINOCYCLINE HYDROCHLORIDE
MINOCYCLINE HYDROCHLORIDE
THIABENDAZOLE

THIABENDAZOLE

ACETYLCHOLINE CHLORIDE
ACETYLCHOLINE CHLORIDE

CARBACHOL INTRAOCULAR SOLUTION
ANISINDIONE

PRAMIPEXOLE TABLETS

DESOGESTREL AND ETHINYL ESTRADIOL
MIVACURIUM CHLORIDE

MIVACURIUM CHLORIDE

MOLINDONE HYDROCHLORIDE
MOLINDONE

ETHINYL ESTRADIOL/NORETHINDRONE
ETHINYL ESTRADIOL/NORETHINDRONE
AMILORIDE HCL /HYDROCHLOROTHIAZIDE
MICONAZOLE NITRATE, 200 MG
MICONAZOLE NITRATE

MICONAZOLE NITRATE 2.0%
MICONAZOLE NITRATE, 200 MG
MICONAZOLE NITRATE

STERILE CEFONICID SODIUM
DOXYCYCLINE

ISOSORBIDE MONONITRATE
FOSINOPRIL SODIUM

FOSINOPRIL SODIUM/HYDROCHLOROTHIAZIDE
DIFENOXIN HYDROCHLORIDE/ATROPINE SULFATE
IBUPROFEN

IBUPROFEN

IBUPROFEN

IBUPROFEN

IBUPROFEN

MORPHINE SULFATE

ACETYLCYSTEINE

ALPROSTADIL

Approval Date
1-May-89
8-Aug-95
8-Aug-95

29-Mar-96
3-Jun-96
3-Jun-96
30-Jul-96
18-Aug-95
14-Dec-89
30-Dec-94
3-Sep-99
3-Oct-00
20-Feb-01
20-Feb-01
22-May-01
22-May-01
27-Aug-99
27-Aug-99
24-Aug-98
17-Oct-88
8-Oct-92
9-Feb-95
17-Oct-88
17-Oct-88
12-Apr-93
6-Mar-92
19-Jan-00
8-Jan-97
16-Feb-01
29-Apr-92
16-Feb-88
16-Feb-88
16-Feb-88
23-Mar-93
2-Oct-00
12-Feb-01
19-Mar-97
30-Mar-98



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
06-695 SLR 028 MUSTARGEN
18-439 SLR 014 MVC PLUS
16-320 SLR 046 MYAMBUTOL
18-713 SLR 011 MYCELEX
18-181 SL 008 MYCELEX
50-285 SLR 034 MYCIFRADIN
50-689 SLR 008 MYCOBUTIN
50-619 SLR 002 MYCOSTATIN
19-532 SLR 006 MYKROX
09-386 SLR 018 MYLERAN
21-174 SLR 004 MYLOTARG
09-170 SLR 019 MYSOLINE
10-401 SLR 012 MYSOLINE
10-155 SLR 015 MYTELASE
17-604 SLR 027 NALFON
17-710 SLR 021 NALFON
50-655 SLR 007 NALLPEN
20-226 SLR 007 NAPHCON-A
20-353 SLR 001 NAPRELAN
17-581 SLR 072 NAPROSYN
16-636 SLR 034 NARCAN
11-909 SLR 013 NARDIL
20-533 SLR 005 NAROPIN
19-798 SLR 002 NASACORT
18-306 SLR 012 NASALCROM
18-148 SLR 021 NASALIDE
20-409 SLR 006 NASAREL
20-762 SLR 009 NASONEX
50-514 SLR 004 NATACYN
12-164 SLR 019 NATURETIN-10
16-584 SLR 036 NAVANE
16-758 SLR 007 NAVANE
16-904 SLR 014 NAVANE
20-388 SLR 012 NAVELBINE
50-519 SLR 019 NEBCIN
50-477 SLR 017 NEBCIN
19-887 SLR 007 NEBUPENT
14-214 SLR 050 NEGGRAM

Active Ingredient
MECHLORETHAMINE HYDROCHLORIDE

MULTIPLE VITAMINS
ETHAMBUTOL HYDROCHLORIDE
CLOTRIMAZOLE

NEOMYCIN SULFATE
RIFABUTIN

NYSTATIN

METOLAZONE

BUSULFAN

GEMTUZUMAB OZOGAMICIN
PRIMIDONE

PRIMIDONE

AMBENONIUM CHLORIDE
FENOPROFEN CALCIUM
FENOPROFEN CALCIUM
NAFCILLIN SODIUM
NAPHAZOLINE HCL/PHENIRAMINE MALEATE
NAPROXEN SODIUM

NAPROXEN

NALOXONE HYDROCHLORIDE
PHENELZINE SULFATE
ROPIVACAINE HCL MONOHYDRATE
TRIAMCINOLONE ACETONIDE
CROMOLYN SODIUM
FLUNISOLIDE

FLUNISOLIDE

MOMETASONE FUROATE NASAL SUSPENSION
NATAMYCIN
BENDROFLUMETHIAZIDE
THIOTHIXENE

THIOTHIXENE HYDROCHLORIDE
THIOTHIXENE HYDROCHLORIDE
VINORELBINE TARTRATE
TOBRAMYCIN SULFATE
TOBRAMYCIN SULFATE
PENTAMIDINE ISETHIONATE
NALIDIXIC ACID

Approval Date
15-Mar-00
27-Feb-96
25-Jun-87
30-Dec-91

3-Apr-95
28-0Oct-94
3-Nov-95
13-Nov-98
23-May-95
6-Sep-00
25-May-01
10-Apr-00
10-Apr-00
3-Jan-86
29-Mar-95
29-Mar-95
12-Aug-92
26-Sep-96
28-Mar-96
16-Dec-86
23-Jul-85
28-Mar-85
22-Jun-00
6-May-94
6-Oct-88
8-Feb-89
27-Mar-01
1-Dec-00
30-Jun-92
4-May-79
10-Dec-80
10-Dec-80
18-Jan-82
29-Nov-00
19-Mar-97
13-May-97
19-Jun-96
23-Nov-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
14-214 SLR 051 NEGGRAM

17-430 SLR 026 NEGGRAM

17-430 SLR 027 NEGGRAM

50-238 SLR 001 NEO-CORT-DOME
50-237 SLR 001 NEO-CORT-DOME
50-322 SLR 013 NEODECADRON
50-322 SLR 014 NEODECADRON
50-322 SLR 015 NEODECADRON
50-322 SLR 016 NEODECADRON
50-322 SLR 017 NEODECADRON
50-715 SLR 007 NEORAL

50-716 SLR 011 NEORAL

50-417 SLR 004 NEOSPORIN
11-721 SLR 025 NEPTAZANE
09-435 SLR 032 NESACAINE
09-435 SLR 032 NESACAINE-MPF
50-544 SLR 010 NETROMYCIN
20-235 SLR 001 NEURONTIN
20-326 SLR 007 NEUTREXIN
20-326 SLR 009 NEUTREXIN
20-165 SLR 016 NICODERM CQ
18-612 SLR 003 NICORETTE
18-612 SLR 007 NICORETTE
18-612 SLR 003 NICORETTE (MINT)
18-612 SLR 007 NICORETTE (MINT)
20-536 SLR 002 NICOTROL

20-714 SLR 005 NICOTROL

20-169 SLR 002 NILANDRON
50-299 SLR 009 NILSTAT

20-551 SLR 007 NIMBEX

20-551 SLR 008 NIMBEX

20-551 SLR 007 NIMBEX PRESERVATIVE FREE
20-551 SLR 008 NIMBEX PRESERVATIVE FREE
18-869 SLR 009 NIMOTOP

20-122 SLR 002 NIPENT

18-621 SL 021 NITRO-BID

20-145 SLR 011 NITRO-DUR
18-531 SL 013 NITROGLYCERIN

Active Ingredient
NALIDIXIC ACID

NALIDIXIC ACID

NALIDIXIC ACID

NEOMYCIN SO4/HYDROCORTISONE/ACETIC ACID
HYDROCORTISONE/NEOMYCIN SULFATE
NEOMYCIN SULFATE/DEXAMETHASONE NA PO4
NEOMYCIN SULFATE/DEXAMETHASONE NA PO4
NEOMYCIN SULFATE/DEXAMETHASONE NA PO4
NEOMYCIN SULFATE/DEXAMETHASONE NA PO4
NEOMYCIN SULFATE/DEXAMETHASONE NA PO4
CYCLOSPORINE MICROEMULSION
CYCLOSPORINE

POLYMYXIN B/BACITRACIN ZN/NEOMYCIN SO4
METHAZOLAMIDE

CHLOROPROCAINE HYDROCHLORIDE
CHLOROPROCAINE HYDROCHLORIDE
NETILMICIN SULFATE

GABAPENTIN

TRIMETREXATE GLUCORONATE FOR INJECTION
TRIMETREXATE GLUCORONATE FOR INJECTION
NICOTINE

NICOTINE POLACRILEX

NICOTINE POLACRILEX

NICOTINE POLACRILEX

NICOTINE POLACRILEX

NICOTINE TRANSDERMAL SYSTEM

NICOTINE

NILUTAMIDE

NYSTATIN

NIMBEX INJ 2MG/ML 10MG/ML

NIMBEX INJ 2MG/ML 10MG/ML

NIMBEX INJ 2MG/ML 10MG/ML

NIMBEX INJ 2MG/ML 10MG/ML

NIMODIPINE

PENTOSTATIN

NITROGLYCERIN

Approval Date

23-Nov-99
23-Nov-99
23-Nov-99
22-Nov-82
5-Jul-83
29-Sep-95
29-Sep-95
29-Sep-95
29-Sep-95
29-Sep-95
4-Oct-00
4-Oct-00
10-May-94
25-Nov-91
10-Nov-00
10-Nov-00
15-May-87
14-Nov-94
5-Aug-97
5-Aug-97
16-Feb-00
12-Sep-88
12-Sep-88
12-Sep-88
12-Sep-88
11-Aug-97
25-Feb-99
29-Sep-00
15-Feb-74
25-Feb-00
25-Feb-00
25-Feb-00
25-Feb-00
15-Dec-99
19-Jul-94
29-Sep-97
17-Feb-99
30-Aug-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

19-970 SLR 011 NITROGLYCERIN IN DEXTROSE 5%
18-705 SLR 008 NITROLINGUAL

18-705 SLR 008 NITROLINGUAL PUMPSPRAY
19-084 SLR 019 NIZORAL

18-533 SLR 029 NIZORAL

19-927 SLR 014 NIZORAL

17-970 SLR 043 NOLVADEX

40-148 SL 005 NORCO

18-776 SLR 023 NORCURON

18-668 SLR 030 NORDETTE-21

19-721 SLR 007 NORDITROPIN

13-055 SLR 008 NORFLEX

12-157 SLR 022 NORFLEX

13-416 SLR 020 NORGESIC FORTE

20-227 SLR 002 NORMIFLO

18-686 SLR 026 NORMODYNE

18-687 SLR 021 NORMODYNE

19-384 SLR 037 NOROXIN

19-384 SLR 038 NOROXIN

19-384 SLR 039 NOROXIN

17-447 SLR 055 NORPACE

18-655 SLR 033 NORPACE CR

20-088 SLR 012 NORPLANT SYSTEM
14-399 SLR 055 NORPRAMIN

14-399 SLR 058 NORPRAMIN

14-399 SLR 060 NORPRAMIN

14-399 SLR 061 NORPRAMIN

17-060 SLR 064 NOR-QD

19-787 SLR 017 NORVASC

20-680 SLR 012 NORVIR

20-659 SLR 026 NORVIR

19-297 SLR 022 NOVANTRONE

17-936 SLR 022 NPH ILETIN | (BEEF-PORK)
18-345 SLR 018 NPH ILETIN II (PORK)
18-623 SLR 027 NPH PURIFIED PORK ISOPHANE INSULIN
18-024 SLR 032 NUBAIN

19-797 SLR 006 NULYTELY

19-797 SLR 007 NULYTELY

Active Ingredient
NITROGLYCERIN

NITROGLYCERIN
NITROGLYCERIN
KETOCONAZOLE
KETOCONAZOLE
KETOCONAZOLE
TAMOXIFEN CITRATE

VECURONIUM BROMIDE
LEVONORGESTREL/ETHINYL ESTRADIOL
SOMATROPIN FOR INJECTION (RDNA ORIGIN)
ORPHENADRINE CITRATE

ORPHENADRINE CITRATE

ORPHENADRINE CITRATE,ASPIRIN & CAFFEINE
ARDEPARIN SODIUM

LABETALOL HYDROCHLORIDE

LABETALOL HYDROCHLORIDE

NORFLOXACIN

NORFLOXACIN

NORFLOXACIN

DISOPYRAMIDE PHOSPHATE

DISOPYRAMIDE PHOSPHATE
LEVONORGESTREL

DESIPRAMINE

DESIPRAMINE

DESIPRAMINE

DESIPRAMINE

NORETHINDRONE

AMLODIPINE BESYLATE

RITONAVIR

RITONAVIR

MITOXANTRONE HYDROCHLORIDE

INSULIN SUSP ISOPHANE BEEF/PORK
INSULIN SUSP ISOPHANE PURIFIED PORK
INSULIN SUSP ISOPHANE PURIFIED PORK
NALBUPHINE HYDROCHLORIDE
POLYETHYLENE GLYCOL 3350/ELECTROLYTES
POLYETHYLENE GLYCOL 3350/ELECTROLYTES

Approval Date
6-Oct-00
13-Jan-99
13-Jan-99
16-Apr-96
8-Jul-96
10-Oct-97
2-Apr-99
12-Sep-00
24-Aug-00
3-Apr-00
11-Aug-00
3-Nov-75
11-May-95
31-Jan-86
30-Jan-98
25-Apr-00
25-Apr-00
16-Apr-01
16-Apr-01
16-Apr-01
17-May-00
17-May-00
21-Jun-99
23-May-00
23-May-00
23-May-00
23-May-00
30-Nov-99
12-Jul-00
29-Apr-99
6-Mar-01
31-Jan-01
22-Apr-92
18-Mar-92
16-Apr-97
2-Nov-94
10-Dec-97
10-Dec-97



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
19-797 SLR 006 NULYTELY-FLAVORED POLYETHYLENE GLYCOL 3350/ELECTROLYTES 10-Dec-97
19-797 SLR 007 NULYTELY-FLAVORED POLYETHYLENE GLYCOL 3350/ELECTROLYTES 10-Dec-97
11-707 SLR 026 NUMORPHAN OXYMORPHONE HYDROCHLORIDE 29-Oct-97
11-738 SLR 013 NUMORPHAN OXYMORPHONE HYDROCHLORIDE 29-Oct-97
19-012 SLR 024 NUPRIN IBUPROFEN 2-Oct-00
19-946 SLR 004 NUROMAX DOXACURIUM CHLORIDE 30-May-00
19-946 SLR 006 NUROMAX DOXACURIUM CHLORIDE 30-May-00
20-168 SLR 016 NUTROPIN SOMATROPIN, BIOSYNTHETIC 28-Aug-00
20-522 SLR 011 NUTROPIN AQ SOMATROPIN (RDNA ORIGIN) 24-Nov-99
08-662 SLR 015 NYDRAZID ISONIAZID 8-Aug-97
19-284 SLR 005 OCL POLYETHYLENE GLYCOL 3350/ELECTROLYTES 22-Nov-88
19-404 SLR 007 OCUFEN FLURBIPROFEN SODIUM OPHTHALMIC SOLUTION 21-Apr-92
19-921 SLR 008 OCUFLOX OFLOXACIN 9-Nov-99
17-431 SLR 026 OCUSERT PILO-20 PILOCARPINE 2-Dec-91
17-548 SLR 026 OCUSERT PILO-40 PILOCARPINE 2-Dec-91
50-749 SLR 004 OMNICEF CEFDINIR 13-Jul-99
18-956 SLR 043 OMNIPAQUE 140 IOHEXOL 15-Jun-95
18-956 SLR 043 OMNIPAQUE 180 IOHEXOL 15-Jun-95
18-956 SLR 043 OMNIPAQUE 210 IOHEXOL 15-Jun-95
18-956 SLR 043 OMNIPAQUE 240 IOHEXOL 15-Jun-95
18-956 SLR 043 OMNIPAQUE 300 IOHEXOL 15-Jun-95
18-956 SLR 043 OMNIPAQUE 350 IOHEXOL 15-Jun-95
18-956 SLR 043 OMNIPAQUE 70 IOHEXOL 15-Jun-95
20-123 SLR 015 OMNISCAN GADODIAMIDE 3-Oct-97
14-103 SLR 060 ONCOVIN VINCRISTINE SULFATE 26-Aug-99
20-065 SLR 013 OPCON-A PHENIRAMINE MALEATE/NAPHAZOLINE HCL 23-Jul-96
20-065 SLR 014 OPCON-A PHENIRAMINE MALEATE/NAPHAZOLINE HCL 23-Jul-96
08-883 SLR 005 OPHTHAINE PROPARACAINE HYDROCHLORIDE 28-Sep-78
08-883 SLR 006 OPHTHAINE PROPARACAINE HYDROCHLORIDE 28-Sep-78
12-583 SLR 008 OPHTHETIC PROPARACAINE HYDROCHLORIDE 23-Sep-76
12-583 SLR 010 OPHTHETIC PROPARACAINE HYDROCHLORIDE 23-Sep-76
18-155 SLR 022 OPTICROM CROMOLYN SODIUM 13-Feb-01
17-601 SLR 003 OPTIMINE AZATADINE MALEATE 8-Jan-80
19-907 SLR 012 OPTIPRANOLOL METIPRANOLOL HYDROCHLORIDE 13-Dec-99
19-710 SLR 019 OPTIRAY 160 IOVERSOL 13-Jan-95
19-710 SLR 019 OPTIRAY 240 IOVERSOL 13-Jan-95
19-710 SLR 019 OPTIRAY 300 IOVERSOL 13-Jan-95

19-710 SLR 019 OPTIRAY 320 IOVERSOL 13-Jan-95



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

19-710 SLR 019 OPTIRAY 350

20-899 SLR 003 OPTISON

12-967 SLR 035 ORAGRAFIN SODIUM
17-473 SLR 033 ORAP

17-473 SLR 036 ORAP

20-430 SLR 002 ORGARAN

20-315 SLR 009 ORLAAM

12-152 SLR 043 ORNADE

19-653 SLR 027 ORTHO CYCLEN-21
19-697 SLR 024 ORTHO TRI-CYCLEN
20-301 SLR 009 ORTHO-CEPT

17-489 SLR 084 ORTHO-NOVUM 1/35-21
17-489 SLR 087 ORTHO-NOVUM 1/35-21
12-728 SLR 188 ORTHO-NOVUM 1/50 21
18-354 SLR 038 ORTHO-NOVUM 10/11-21
19-004 SLR 017 ORTHO-NOVUM 7/14-28
18-985 SLR 035 ORTHO-NOVUM 7/7/7-21
18-754 SLR 025 ORUDIS

20-429 SLR 004 ORUDIS KT

19-816 SLR 007 ORUVAIL

18-127 SLR 033 OVCON-35

18-613 SLR 010 OVIDE

16-672 SLR 046 OVRAL

17-031 SLR 027 OVRETTE

13-718 SLR 013 OXANDRIN

19-828 SLR 001 OXISTAT

20-209 SLR 001 OXISTAT

09-048 SLR 025 OXSORALEN

20-553 SLR 004 OXYCONTIN

18-013 SLR 041 PAMELOR

08-848 SLR 018 PAMINE

06-800 SLR 010 PARADIONE

11-529 SLR 049 PARAFON FORTE DSC
19-880 SLR 012 PARAPLATIN

19-880 SLR 016 PARAPLATIN

00-004 SLR 010 PAREDRINE

19-261 SLR 005 PAREMYD

17-962 SLR 053 PARLODEL

Active Ingredient
IOVERSOL

HUMAN ALBUMIN MICROSPHERES
IPODATE SODIUM

PIMOZIDE

PIMOZIDE

DANAPAROID SODIUM

LEVOMETHADYL ACETATE HYDROCHLORIDE
CHLORPHENIRAMINE/PPA/ISOPROPAMIDE IODIDE

ETHINYL ESTRADIOL/NORGESTIMATE
ETHINYL ESTRADIOL/NORGESTIMATE
DESOGESTREL/ETHINYL ESTRADIOL
ETHINYL ESTRADIOL/NORETHINDRONE
ETHINYL ESTRADIOL/NORETHINDRONE
NORETHINDRONE/MESTRANOL
NORETHINDRONE/ETHINYL ESTRADIOL
NORETHINDRONE/ETHINYL ESTRADIOL
NORETHINDRONE/ETHINYL ESTRADIOL
KETOPROFEN

KETOPROFEN

KETOPROFEN
NORETHINDRONE/ETHINYL ESTRADIOL
MALATHION

NORGESTREL/ETHINYL ESTRADIOL
NORGESTREL

OXANDROLONE TABLETS, USP
OXICONAZOLE NITRATE

OXICONAZOLE NITRATE

METHOXSALEN

OXYCODONE HCL

NORTRIPTYLINE HYDROCHLORIDE
METHSCOPOLAMINE BROMIDE
PARAMETHADIONE

CHLORZOXAZONE

CARBOPLATIN FOR INJECTION
CARBOPLATIN FOR INJECTION
HYDROXYAMPHETAMINE HYDROBROMIDE
HYDROXYAMPHETAMINE/TROPICAMIDE
BROMOCRIPTINE MESYLATE

Approval Date

13-Jan-95
14-Mar-00
13-Apr-88
9-Nov-99
9-Nov-99
30-Jan-98
17-May-01
17-Jan-89
16-Jan-01
16-Jan-01
4-Feb-97
27-Aug-99
27-Aug-99
10-Jul-98
21-Jan-00
29-Jun-94
6-Jun-00
5-Aug-97
23-Aug-00
5-Aug-97
10-Aug-98
30-Apr-99
23-Mar-01
18-Jan-96
23-Oct-91
7-Jul-89
21-Oct-93
16-Apr-84
25-Jul-97
6-Oct-93
4-Sep-86
14-Jul-80
19-Dec-94
30-Apr-01
30-Apr-01
8-May-80
25-Jun-97
9-Nov-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
12-342 SLR 037 PARNATE TRANYLCYPROMINE SULFATE 15-Mar-01
12-342 SLR 039 PARNATE TRANYLCYPROMINE SULFATE 15-Mar-01
12-342 SLR 040 PARNATE TRANYLCYPROMINE SULFATE 15-Mar-01
12-342 SLR 044 PARNATE TRANYLCYPROMINE SULFATE 15-Mar-01
12-342 SLR 046 PARNATE TRANYLCYPROMINE SULFATE 15-Mar-01
12-342 SLR 048 PARNATE TRANYLCYPROMINE SULFATE 15-Mar-01
12-342 SLR 051 PARNATE TRANYLCYPROMINE SULFATE 15-Mar-01
20-688 SLR 003 PATANOL OLOPATADINE HYDROCHLORIDE 29-May-98
17-015 SLR 018 PAVULON PANCURONIUM BROMIDE 25-Jul-91
20-031 SLR 031 PAXIL PAROXETINE HCL 15-Feb-01
20-710 SLR 009 PAXIL PAROXETINE 15-Feb-01
17-736 SLR 003 PAXIPAM HALAZEPAM 6-Jan-82
50-611 SLR 018 PCE ERYTHROMYCIN 4-Feb-00
19-157 SLR 011 PEDIAPRED PREDNISOLONE SODIUM PHOSPHATE,USP 17-Dec-98
19-157 SLR 012 PEDIAPRED PREDNISOLONE SODIUM PHOSPHATE,USP 17-Dec-98
19-157 SLR 013 PEDIAPRED PREDNISOLONE SODIUM PHOSPHATE,USP 17-Dec-98
20-812 SLR 007 PEDIATRIC ADVIL IBUPROFEN 7-Sep-00
50-529 SLR 021 PEDIAZOLE ERYTHROMYCIN ETHYLSUCCINATE/SULFAS 29-Sep-92
19-616 SLR 002 PENETREX ENOXACIN 24-Apr-97
50-638 SLR 006 PENICILLIN G POTASSIUM PENICILLIN G POTASSIUM 20-Jul-99
19-264 SLR 021 PENTAM PENTAMIDINE ISETHIONATE 24-0Oct-97
20-049 SLR 006 PENTASA MESALAMINE 10-Sep-99
19-462 SLR 029 PEPCID FAMOTIDINE 25-Apr-01
19-510 SLR 027 PEPCID FAMOTIDINE 25-Apr-01
19-527 SLR 023 PEPCID FAMOTIDINE 25-Apr-01
20-801 SLR 002 PEPCID AC FAMOTIDINE 6-Apr-00
19-510 SLR 027 PEPCID PRESERVATIVE FREE FAMOTIDINE 25-Apr-01
20-249 SLR 010 PEPCID PRESERVATIVE FREE FAMOTIDINE 25-Apr-01
20-752 SLR 004 PEPCID RPD FAMOTIDINE 25-Apr-01
17-048 SLR 010 PEPTAVLON PENTAGASTRIN 28-Mar-90
17-551 SLR 004 PERCHLORACAP POTASSIUM PERCHLORATE 19-Jan-90
40-330 SL 002 PERCOCET 2-Nov-99
40-341 SL 004 PERCOCET 11-Jan-00
07-337 SLR 024 PERCODAN ASPIRIN/OXYCODONE HYDROCHLORIDE 14-Jun-89
07-337 SLR 024 PERCODAN-DEMI ASPIRIN/OXYCODONE HYDROCHLORIDE 14-Jun-89
17-646 SLR 039 PERGONAL MENOTROPINS 5-Apr-95
13-220 SLR 041 PERIACTIN CYPROHEPTADINE HYDROCHLORIDE 21-Jun-96

12-649 SLR 047 PERIACTIN CYPROHEPTADINE HYDROCHLORIDE 25-Feb-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
19-028 SLR 007 PERIDEX CHLORHEXIDINE GLUCONATE 8-Jan-97
19-028 SLR 008 PERIDEX CHLORHEXIDINE GLUCONATE 8-Jan-97
19-028 SLR 009 PERIDEX CHLORHEXIDINE GLUCONATE 8-Jan-97
19-385 SLR 004 PERMAX PERGOLIDE MESYLATE 6-Oct-99
19-385 SLR 008 PERMAX PERGOLIDE MESYLATE 6-Oct-99
19-385 SLR 016 PERMAX PERGOLIDE MESYLATE 6-Oct-99
19-385 SLR 017 PERMAX PERGOLIDE MESYLATE 6-Oct-99
19-385 SLR 019 PERMAX PERGOLIDE MESYLATE 6-Oct-99
19-385 SLR 020 PERMAX PERGOLIDE MESYLATE 6-Oct-99
19-385 SLR 026 PERMAX PERGOLIDE MESYLATE 6-Oct-99
16-008 SLR 013 PERMITIL FLUPHENAZINE HYDROCHLORIDE 19-May-00
12-836 SLR 051 PERSANTINE DIPYRIDAMOLE 3-Jul-97
08-857 SLR 014 PHENERGAN PROMETHAZINE HYDROCHLORIDE 6-May-87
10-926 SLR 010 PHENERGAN PROMETHAZINE HYDROCHLORIDE 22-Jan-88
11-689 SLR 009 PHENERGAN PROMETHAZINE HYDROCHLORIDE 22-Jan-88
07-935 SLR 020 PHENERGAN PROMETHAZINE HYDROCHLORIDE 7-Apr-88
08-381 SLR 018 PHENERGAN FORTIS PROMETHAZINE HYDROCHLORIDE 6-Apr-88
08-381 SLR 018 PHENERGAN PLAIN PROMETHAZINE HYDROCHLORIDE 6-Apr-88
08-604 SLR 026 PHENERGAN VC PHENYLEPHRINE HCL/PROMETHAZINE HCL 23-Feb-01
08-306 SLR 029 PHENERGAN VC W/ CODEINE CODEINE PO4/PROMETHAZINE/PHENYLEPHRINE 23-Feb-01
08-306 SLR 029 PHENERGAN W/ CODEINE CODEINE PO4/PROMETHAZINE/PHENYLEPHRINE 23-Feb-01
11-265 SLR 027 PHENERGAN W/ DEXTROMETHORPHAN DEXTROMETHORPHAN HBR/PROMETHAZINE HCL 23-Feb-01
07-707 SLR 004 PHENURONE PHENACEMIDE 17-Feb-82
18-809 SLR 019  PHENYLPROPANOLAMINE HCL W/ CHLORPHENIRAMINE MALEATE pHENYLPROPANOLAMINE/CHLORPHENIRAMINE MAL 5-Jun-91
06-882 SLR 031 PHISOHEX HEXACHLOROPHENE 3-Apr-90
19-976 SLR 002 PHOSLO CALCIUM ACETATE TABLETS 27-Jul-92
17-084 SLR 001 PHOSPHOCOL P32 CHROMIC PHOSPHATE, P-32 29-Apr-77
11-963 SLR 017 PHOSPHOLINE IODIDE ECOTHIOPHATE IODIDE 1-Aug-79
20-451 SLR 006 PHOTOFRIN PORFIMER SODIUM 6-Jul-00
18-796 SLR 005 PILOPINE HS PILOCARPINE HYDROCHLORIDE 31-Dec-91
50-545 SLR 027 PIPRACIL PIPERACILLIN SODIUM 13-May-88
18-261 SLR 020 PITOCIN OXYTOCIN 8-Mar-01
10-021 SLR 036 PLACIDYL ETHCHLORVYNOL 8-Dec-83
09-768 SLR 033 PLAQUENIL HYDROXYCHLOROQUINE SULFATE 5-Oct-00
18-057 SLR 072 PLATINOL CISPLATIN 5-May-99
18-057 SLR 072 PLATINOL-AQ CISPLATIN 5-May-99
20-839 SLR 008 PLAVIX CLOPIDOGREL BISULFATE 28-Apr-00
18-608 SLR 034 PLEGISOL ELECTROLYTES 18-0Oct-99



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

19-834 SLR 015 PLENDIL

10-971 SLR 042 PMB 200

10-971 SLR 042 PMB 400

50-081 SLR 003 POLY-PRED

50-567 SLR 016 POLYTRIM

15-034 SLR 032 PONSTEL

18-896 SLR 008 POTASSIUM ACETATE IN PLASTIC CONTAINER
19-904 SLR 005 POTASSIUM CHLORIDE 10MEQ
20-161 SL 004 POTASSIUM CHLORIDE 20MEQ
19-904 SLR 005 POTASSIUM CHLORIDE 20MEQ
20-161 SL 004 POTASSIUM CHLORIDE 30MEQ
19-904 SLR 005 POTASSIUM CHLORIDE 30MEQ
20-161 SL 004 POTASSIUM CHLORIDE 40MEQ
19-904 SLR 005 POTASSIUM CHLORIDE 40MEQ
19-071 SLR 003 POTASSIUM CITRATE

18-986 SLR 010 PRALIDOXIME CHLORIDE
20-741 SLR 001 PRANDIN

19-898 SLR 036 PRAVACHOL

21-038 SLR 001 PRECEDEX

20-482 SLR 009 PRECOSE

17-011 SLR 026 PRED FORTE

17-100 SLR 021 PRED MILD

50-586 SLR 013 PRED-G

17-692 SLR 012 PREGNYL

20-216 SLR 037 PREMARIN

20-216 SLR 039 PREMARIN

10-402 SLR 035 PREMARIN

04-782 SLR 109 PREMARIN

20-527 SLR 015 PREMPHASE 14/14

20-527 SLR 015 PREMPRO

17-433 SLR 002 PRE-OP

19-617 SLR 002 PREPIDIL

20-406 SLR 034 PREVACID

20-946 SLR 005 PREVEN EMERGENCY CONTRACEPTIVE KIT
21-024 SLR 004 PRIFTIN

19-810 SLR 062 PRILOSEC

19-436 SLR 013 PRIMACOR

20-343 SLR 010 PRIMACOR IN DEXTROSE 5%

Active Ingredient
FELODIPINE

MEPROBAMATE/ESTROGENS,CONJUGATED
MEPROBAMATE/ESTROGENS,CONJUGATED
NEOMYCIN SO4/POLYMIXIN B/DEXAMETHASONE
POLYMYXIN B SULFATE/TRIMETHOPRIM SULFATE
MEFENAMIC ACID

POTASSIUM ACETATE

POTASSIUM CHLORIDE

POTASSIUM CHLORIDE

POTASSIUM CHLORIDE

POTASSIUM CHLORIDE

POTASSIUM CHLORIDE

POTASSIUM CHLORIDE

POTASSIUM CHLORIDE

POTASSIUM CITRATE

PRALIDOXIME CHLORIDE

REPAGLINIDE TABS

PRAVASTATIN SODIUM

DEXMEDETOMIDINE HCL

ACARBOSE

PREDNISOLONE ACETATE

PREDNISOLONE ACETATE

GENTAMICIN SULFATE/PREDNISOLONE ACETATE
CHORIONIC GONADOTROPIN

ESTROGENS CONJUGATED

ESTROGENS CONJUGATED

ESTROGENS, CONJUGATED

ESTROGENS, CONJUGATED

CONJUGATED ESTROGENS/MEDROXYPROGESTERONE
CONJUGATED ESTROGENS/MEDROXYPROGESTERONE
HEXACHLOROPHENE

DINOPROSTONE

LANSOPRAZOLE

LEVONORGESTREL/ ETHINYL ESTRADIOL 0.25MG
RIFAPENTINE

OMEPRAZOLE

MILRINONE LACTATE

MILRINONE LACTATE

Approval Date
28-Aug-00
7-Sep-95
7-Sep-95
15-May-84
18-Dec-00
23-Apr-98
11-Feb-00
12-Jan-01
24-Sep-99
12-Jan-01
24-Sep-99
12-Jan-01
24-Sep-99
12-Jan-01
30-Oct-92
21-Apr-98
10-Aug-99
13-Sep-99
16-Jan-01
4-Feb-98
17-Feb-88
27-Jan-88
30-Dec-91
23-Nov-99
11-Jul-95
11-Jul-95
29-May-98
8-Jun-99
6-Jan-00
6-Jan-00
11-Feb-80
13-Aug-99
20-Jun-00
3-Apr-00
13-Sep-00
23-Feb-00
29-Nov-00
29-Nov-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date

08-316 SLR 009 PRIMAQUINE PRIMAQUINE PHOSPHATE 10-Sep-85
16-126 SLR 009 PRIMATENE MIST EPINEPHRINE/EPINEPHRINE BITARTRATE 24-Mar-94
16-126 SLR 010 PRIMATENE MIST EPINEPHRINE/EPINEPHRINE BITARTRATE 24-Mar-94
16-126 SLR 011 PRIMATENE MIST EPINEPHRINE/EPINEPHRINE BITARTRATE 24-Mar-94
50-630 SLR 015 PRIMAXIN IMIPENEM/CILASTATIN 4-Feb-99

50-587 SLR 052 PRIMAXIN CILASTATIN SODIUM/IMIPENEM 28-Aug-00
19-778 SLR 029 PRINZIDE HYDROCHLOROTHIAZIDE/LISINOPRIL 17-Feb-99
08-732 SLR 034 PRO-BANTHINE PROPANTHELINE BROMIDE 17-Feb-89
20-545 SLR 004 PROCANBID PROCAINAMIDE HCL 11-Jul-00
18-482 SLR 042 PROCARDIA NIFEDIPINE 12-Aug-97
19-684 SLR 014 PROCARDIA XL NIFEDIPINE 12-Aug-97
19-387 SLR 002 PROFENAL SUPROFEN 25-Aug-92
17-362 SLR 089 PROGESTERONE PROGESTERONE 27-Mar-00
17-425 SLR 012 PROGLYCEM DIAZOXIDE 28-Jul-89
17-453 SLR 008 PROGLYCEM DIAZOXIDE 28-Jul-89
50-708 SLR 006 PROGRAF TACROLIMUS 25-Apr-96
50-709 SLR 004 PROGRAF TACROLIMUS 25-Apr-96
20-131 SLR 005 PROHANCE GADOTERIDOL 8-May-95

12-145 SLR 016 PROLIXIN FLUPHENAZINE HYDROCHLORIDE 6-Feb-79

11-751 SLR 095 PROLIXIN FLUPHENAZINE 30-May-97
16-727 SLR 034 PROLIXIN DECANOATE FLUPHENAZINE DECANOATE 29-Jun-84
16-110 SLR 029 PROLIXIN ENANTHATE FLUPHENAZINE ENANTHATE 21-Jun-82
17-943 SLR 010 PROLOPRIM TRIMETHOPRIM 6-Aug-99

17-943 SLR 015 PROLOPRIM TRIMETHOPRIM 6-Aug-99

07-335 SLR 061 PRONESTYL PROCAINAMIDE HYDROCHLORIDE 6-May-97

17-371 SLR 031 PRONESTYL PROCAINAMIDE HYDROCHLORIDE 6-May-97

18-239 SLR 017 PROPINE DIPIVEFRIN HYDROCHLORIDE 23-Oct-89
06-188 SLR 014 PROPYLTHIOURACIL PROPYLTHIOURACIL 29-Jun-90
20-180 SLR 022 PROSCAR FINASTERIDE 30-Jan-01
19-080 SLR 005 PROSOM ESTAZOLAM 13-Dec-93
19-983 SLR 008 PROSTEP NICOTINE 26-Jan-96
17-810 SLR 016 PROSTIN E2 DINOPROSTONE 5-Aug-97

18-484 SLR 012 PROSTIN VR PEDIATRIC ALPROSTADIL 15-Jun-94
06-460 SLR 027 PROTAMINE SULFATE PROTAMINE SULFATE 6-Dec-94

20-987 SLR 004 PROTONIX PANTOPRAZOLE SODIUM 21-May-01
14-134 SLR 021 PROTOPAM CHLORIDE PRALIDOXIME CHLORIDE 11-Dec-95
19-107 SLR 048 PROTROPIN SOMATREM 12-Feb-01
17-853 SLR 016 PROVENTIL ALBUTEROL SULFATE 6-Nov-98



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

18-062 SLR 016 PROVENTIL

19-243 SLR 014 PROVENTIL

20-503 SLR 002 PROVENTIL-HFA

11-839 SLR 067 PROVERA

20-101 SLR 024 PROZAC

18-936 SLR 060 PROZAC

18-936 SLR 062 PROZAC

18-936 SLR 063 PROZAC

19-260 SLR 002 PSORCON

09-053 SLR 018 PURINETHOL

20-570 SLR 002 QUADRAMET

08-845 SLR 053 QUELICIN

08-845 SLR 053 QUELICIN PRESERVATIVE FREE
16-640 SLR 074 QUESTRAN

16-647 SLR 036 QUINAGLUTE

12-796 SLR 048 QUINIDEX

07-529 SLR 017 QUINIDINE GLUCONATE
21-083 SLR 004 RAPAMUNE

08-592 SLR 021 RAVOCAINE AND NOVOCAIN W/ LEVOPHED
20-695 SLR 005 RAXAR

20-903 SLR 006 REBETOL

20-903 SLR 007 REBETOL

20-807 SLR 002 REFLUDAN

08-278 SLR 006 REGITINE

17-854 SLR 037 REGLAN

17-862 SLR 040 REGLAN

18-821 SLR 016 REGLAN

17-398 SLR 013 REGONOL

15-103 SLR 038 REGROTON

18-344 SLR 018 REGULAR ILETIN Il (PORK)
19-583 SLR 004 RELAFEN

19-583 SLR 005 RELAFEN

21-036 SLR 004 RELENZA

20-415 SLR 006 REMERON

21-208 SLR 001 REMERON SOLTAB
12-845 SLR 026 RENESE

13-636 SLR 016 RENESE-R

10-040 SLR 166 RENO-60

Active Ingredient
ALBUTEROL SULFATE

ALBUTEROL SULFATE

ALBUTEROL SULFATE
MEDROXYPROGESTERONE
FLUOXETINE HYDROCHLORIDE
FLUOXETINE HYDROCHLORIDE
FLUOXETINE HYDROCHLORIDE
FLUOXETINE HYDROCHLORIDE
DIFLORASONE DIACETATE
MERCAPTOPURINE

SAMARIUM SM-153, EDTMP
SUCCINYLCHOLINE CHLORIDE
SUCCINYLCHOLINE CHLORIDE
CHOLESTYRAMINE RESIN

QUINIDINE GLUCONATE

QUINIDINE SULFATE

QUINIDINE GLUCONATE

SIROLIMUS

PROCAINE HCL/PROPOXYCAINE HCL/LEVONORDEF
GREPAFLOXACIN HCL

INTERFERON ALFA-2B, RECOMBINANT/RIBAVIRI
INTERFERON ALFA-2B, RECOMBINANT/RIBAVIRI
LEPIRUDIN

PHENTOLAMINE HYDROCHLORIDE
METOCLOPRAMIDE
METOCLOPRAMIDE HYDROCHLORIDE
METOCLOPRAMIDE
PYRIDOSTIGMINE BROMIDE
CHLORTHALIDONE/RESERPINE
INSULIN, PURIFIED PORK
NABUMETONE

NABUMETONE

ZANAMIVIR

MIRTAZAPINE

MIRTAZAPINE

POLYTHIAZIDE
POLYTHIAZIDE/RESERPINE
DIATRIZOATE MEGLUMINE

Approval Date
6-Nov-98
6-Nov-98
22-Apr-97

31-Mar-98
7-Oct-99
28-Nov-00
28-Nov-00
28-Nov-00
14-Oct-86
15-Apr-96
12-Apr-99
30-Jun-00
30-Jun-00
22-Aug-97
24-Jun-00
24-Jun-98
9-Jun-99
25-Aug-00
8-Aug-91
15-Sep-99
13-Mar-01
13-Mar-01
4-Mar-99
12-Apr-77
1-Jun-00
1-Jun-00
1-Jun-00
12-Jul-99
26-Aug-88
18-Mar-92
23-Nov-93
23-Nov-93
27-Apr-01
30-Aug-00
22-Feb-01
24-Jun-98
9-Aug-83
9-Sep-94



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
10-040 SLR 166 RENO-DIP
10-040 SLR 166 RENOGRAFIN-60
10-040 SLR 166 RENOGRAFIN-76
19-963 SLR 007 RENOVA
10-040 SLR 166 RENOVIST
10-040 SLR 166 RENOVIST Il
20-658 SLR 003 REQUIP
20-658 SLR 007 REQUIP
20-705 SLR 004 RESCRIPTOR
09-838 SLR 033 RESERPINE
18-163 SLR 032 RESTORIL
18-163 SLR 048 RESTORIL
16-921 SLR 019 RETIN-A
17-340 SLR 027 RETIN-A
17-340 SLR 028 RETIN-A
17-522 SLR 017 RETIN-A
17-522 SLR 018 RETIN-A
17-579 SLR 013 RETIN-A
17-579 SLR 014 RETIN-A
17-955 SLR 012 RETIN-A
17-955 SLR 013 RETIN-A
19-049 SLR 002 RETIN-A
19-049 SLR 003 RETIN-A
20-475 SLR 006 RETIN-A MICRO
19-951 SLR 012 RETROVIR
19-655 SLR 032 RETROVIR
20-518 SLR 004 RETROVIR
20-459 SLR 002 REVEX
19-849 SLR 010 REV-EYES
18-932 SLR 015 REVIA
16-931 SLR 026 R-GENE 10
20-233 SLR 009 RHINOCORT
18-689 SLR 015 RIDAURA
50-420 SLR 070 RIFADIN
50-420 SLR 071 RIFADIN
50-627 SLR 006 RIFADIN
50-627 SLR 007 RIFADIN
50-705 SLR 003 RIFATER

Active Ingredient
DIATRIZOATE MEGLUMINE

DIATRIZOATE MEGLUMINE
DIATRIZOATE MEGLUMINE
TRETINOIN

DIATRIZOATE MEGLUMINE
DIATRIZOATE MEGLUMINE
ROPINIROLE HCL
ROPINIROLE HCL
DELAVIRDINE MESYLATE
RESERPINE

TEMAZEPAM

TEMAZEPAM

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

TRETINOIN

ZIDOVUDINE

ZIDOVUDINE

ZIDOVUDINE

NALMEFENE HYDROCHLORIDE
DAPIPRAZOLE HYDROCHLORIDE
NALTREXONE HYDROCHLORIDE
ARGINENE HYDROCHLORIDE
BUDESONIDE

AURANOFIN

RIFAMPIN

RIFAMPIN

RIFAMPIN

RIFAMPIN

ISONIAZID/PYRAZINAMIDE/RIFAMPIN

Approval Date
9-Sep-94
9-Sep-94
9-Sep-94
1-Aug-00
9-Sep-94
9-Sep-94

15-May-00
15-May-00
16-Aug-99
6-Nov-96
11-Apr-00
11-Apr-00
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
28-Aug-90
27-Apr-00
4-Mar-98
30-Mar-01
30-Mar-01
12-Dec-00
16-Mar-98
15-May-01
15-Mar-95
2-Jun-00
22-Dec-99
12-Apr-00
12-Apr-00
12-Apr-00
12-Apr-00
12-Apr-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
20-599 SLR 006 RILUTEK

17-788 SLR 001 RIMSO-50

17-788 SLR 002 RIMSO-50

20-272 SLR 009 RISPERDAL
20-588 SLR 005 RISPERDAL
10-187 SLR 050 RITALIN

11-790 SLR 032 ROBAXIN

11-011 SLR 060 ROBAXIN

11-011 SLR 060 ROBAXIN-750
12-281 SLR 041 ROBAXISAL
17-558 SLR 023 ROBINUL

17-558 SLR 024 ROBINUL

12-827 SLR 034 ROBINUL

12-827 SLR 034 ROBINUL FORTE
18-044 SLR 024 ROCALTROL
50-585 SLR 047 ROCEPHIN

50-585 SLR 047 ROCEPHIN KIT
50-624 SLR 017 ROCEPHIN W/ DEXTROSE
19-501 SLR 013 ROGAINE (FOR MEN)
19-501 SLR 013 ROGAINE (FOR WOMEN)
20-073 SLR 010 ROMAZICON
19-618 SLR 008 ROWASA

06-799 SLR 015 RUBRAMIN PC
19-151 SLR 004 RYTHMOL

20-237 SLR 006 SALAGEN

11-949 SLR 024 SALURON

12-359 SLR 029 SALUTENSIN
50-573 SLR 018 SANDIMMUNE
50-574 SLR 025 SANDIMMUNE
50-625 SLR 027 SANDIMMUNE
19-667 SLR 014 SANDOSTATIN
21-008 SLR 001 SANDOSTATIN LAR
17-247 SLR 036 SANOREX

12-516 SLR 038 SANSERT

12-516 SLR 041 SANSERT

12-516 SLR 045 SANSERT

18-936 SLR 060 SARAFEM

18-936 SLR 062 SARAFEM

Active Ingredient
RILUZOLE

DIMETHYL SULFOXIDE
DIMETHYL SULFOXIDE
RISPERIDONE

RISPERIDONE
METHYLPHENIDATE HYDROCHLORIDE
METHOCARBAMOL
METHOCARBAMOL
METHOCARBAMOL
ASPIRIN/METHOCARBAMOL
GLYCOPYRROLATE
GLYCOPYRROLATE
GLYCOPYRROLATE
GLYCOPYRROLATE

CALCITRIOL

CEFTRIAXONE SODIUM
CEFTRIAXONE SODIUM
CEFTRIAXONE SODIUM
MINOXIDIL

MINOXIDIL

FLUMAZENIL

MESALAMINE
CYANOCOBALAMIN
PROPAFENONE HYDROCHLORIDE
PILOCARPINE HYDROCHLORIDE
HYDROFLUMETHIAZIDE
HYDROFLUMETHIAZIDE/RESERPINE
CYCLOSPORINE
CYCLOSPORINE
CYCLOSPORINE

OCTREOTIDE ACETATE
OCTREOTIDE ACETATE
MAZINDOL

METHYSERGIDE MALEATE
METHYSERGIDE MALEATE
METHYSERGIDE MALEATE
FLUOXETINE HYDROCHLORIDE
FLUOXETINE HYDROCHLORIDE

Approval Date

10-Apr-00
29-Sep-80
29-Sep-80
2-Jul-99
2-Jul-99
20-Feb-98
20-Jun-83
25-0Oct-85
25-0Oct-85
14-Jan-86
22-Oct-81
22-Oct-81
16-Jul-85
16-Jul-85
22-0Oct-96
25-Aug-00
25-Aug-00
18-Aug-94
1-Dec-94
1-Dec-94
22-May-00
22-Nov-93
28-Nov-95
19-Mar-97
11-Mar-97
2-Dec-88
22-Jun-88
4-Oct-00
4-Oct-00
4-Oct-00
31-Jul-92
17-May-99
27-Nov-92
11-Dec-00
11-Dec-00
11-Dec-00
28-Nov-00
28-Nov-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

18-936 SLR 063 SARAFEM

20-587 SLR 001 SCLEROSOL

18-290 SLR 005 SECRETIN-FERRING
18-917 SLR 020 SECTRAL

19-334 SLR 017 SELEGILINE HCL
07-936 SLR 016 SELSUN

19-806 SLR 001 SEMPREX-D

18-452 SLR 012 SEPTRA

18-452 SLR 013 SEPTRA

18-452 SLR 016 SEPTRA

18-452 SLR 022 SEPTRA

12-193 SLR 056 SER-AP-ES

15-539 SLR 053 SERAX

16-774 SLR 073 SERENTIL

16-775 SLR 041 SERENTIL

16-997 SLR 041 SERENTIL

20-236 SLR 023 SEREVENT

20-692 SLR 015 SEREVENT

20-639 SLR 011 SEROQUEL

20-604 SLR 010 SEROSTIM

20-152 SLR 026 SERZONE

17-381 SLR 034 SILVADENE

17-555 SLR 055 SINEMET

19-856 SLR 015 SINEMET CR

16-798 SLR 048 SINEQUAN

17-516 SLR 018 SINEQUAN

20-829 SLR 009 SINGULAIR

20-830 SLR 010 SINGULAIR

13-217 SLR 017 SKELAXIN

17-476 SLR 037 SLOW-K

18-893 SLR 013 SODIUM ACETATE IN PLASTIC CONTAINER
16-677 SLR 089 SODIUM CHLORIDE 0.9%
16-517 SLR 002 SODIUM IODIDE | 131
16-515 SLR 003 SODIUM IODIDE | 131
18-581 SL 016 SODIUM NITROPRUSSIDE
09-866 SLR 061 SOLU-CORTEF
11-856 SLR 077 SOLU-MEDROL
11-792 SLR 028 SOMA

Active Ingredient
FLUOXETINE HYDROCHLORIDE

STERILE TALC POWDER

SECRETIN

ACEBUTOLOL HYDROCHLORIDE
SELEGILINE HYDROCHLORIDE
SELENIUM SULFIDE
ACRIVASTINE/PSEUDOEPHEDRINE HCL
TRIMETHOPRIM/SULFAMETHOXAZOLE
TRIMETHOPRIM/SULFAMETHOXAZOLE
TRIMETHOPRIM/SULFAMETHOXAZOLE
TRIMETHOPRIM/SULFAMETHOXAZOLE
RESERPINE/HYDRALAZINE/HCTZ
OXAZEPAM

MESORIDAZINE BESYLATE
MESORIDAZINE BESYLATE
MESORIDAZINE BESYLATE
SALMETEROL XINAFOATE
SALMETEROL XINAFOATE

QUETIAPINE FUMARATE

SOMATROPIN

NEFAZODONE HYDROCHLORIDE
SILVER SULFADIAZINE
CARBIDOPA/LEVODOPA
CARBIDOPA/LEVODOPA

DOXEPIN HYDROCHLORIDE

DOXEPIN HYDROCHLORIDE
MONTELUKAST SODIUM TABS
MONTELUKAST SODIUM CHEWABLE TABS
METAXALONE

POTASSIUM CHLORIDE

SODIUM ACETATE

SODIUM CHLORIDE

SODIUM IODIDE, 1-131

SODIUM IODIDE, 1-131

HYDROCORTISONE SODIUM SUCCINATE
METHYLPREDNISOLONE SODIUM SUCCINATE
CARISOPRODOL

Approval Date
28-Nov-00
2-Feb-00
16-Aug-89
22-Aug-99
6-Aug-97
23-Sep-83
23-Sep-94
19-Mar-97
19-Mar-97
19-Mar-97
19-Mar-97
8-Jul-83
5-Apr-00
15-Mar-01
15-Mar-01
15-Mar-01
17-May-01
17-May-01
27-Mar-01
27-0Oct-00
21-Mar-01
5-Oct-92
11-Apr-01
2-May-00
10-Apr-00
10-Apr-00
17-Oct-00
17-Oct-00
4-Dec-85
23-Mar-88
15-Jun-00
30-Oct-85
3-May-77
27-Oct-77
21-Apr-92
28-Dec-93
4-Sep-91
27-Oct-86



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

12-365 SLR 030 SOMA COMPOUND

12-366 SLR 021 SOMA COMPOUND W/ CODEINE
16-776 SLR 036 SORBITRATE

19-821 SLR 001 SORIATANE

05-970 SLR 035 SOTRADECOL

18-465 SL 005 SOYACAL 10%

18-465 SL 012 SOYACAL 10%

18-786 SL 011 SOYACAL 20%

18-786 SL 014 SOYACAL 20%

18-751 SLR 011 SPECTAZOLE

50-520 SLR 003 SPECTROBID

20-083 SLR 025 SPORANOX

20-657 SLR 004 SPORANOX

20-966 SLR 001 SPORANOX

20-966 SLR 003 SPORANOX

17-857 SLR 054 STADOL

19-890 SLR 015 STADOL

17-857 SLR 054 STADOL PRESERVATIVE FREE
50-526 SLR 009 STATICIN

50-344 SLR 016 STATROL

50-456 SLR 020 STATROL

11-552 SLR 112 STELAZINE

20-355 SLR 002 STIMATE

50-742 SLR 002 STROMECTOL

50-742 SLR 005 STROMECTOL

16-619 SLR 031 SUBLIMAZE PRESERVATIVE FREE
19-050 SLR 024 SUFENTA

20-356 SLR 011 SULAR

40-091 SL 006 SULFADIAZINE

16-763 SLR 025 SULFAMYLON

00-159 SLR 004 SULFAPYRIDINE

05-794 SLR 018 SULTRIN

50-621 SLR 021 SUPRAX

50-622 SLR 014 SUPRAX

16-792 SLR 020 SURMONTIL

20-032 SLR 004 SURVANTA

07-942 SLR 016 SUS-PHRINE SULFITE-FREE
20-972 SLR 006 SUSTIVA

Active Ingredient
CARISOPRODOL/ASPIRIN

CARISOPRODOL 200 MG, ASPIRIN 325 MG, COD

ISOSORBIDE DINITRATE
ACITRETIN

SODIUM TETRADECYL SULFATE
SOYBEAN OIL

SOYBEAN OIL

SOYBEAN OIL

SOYBEAN OIL

ECONAZOLE NITRATE
BACAMPICILLIN HYDROCHLORIDE
ITRACONAZOLE

ITRACONAZOLE

ITRACONAZOLE

ITRACONAZOLE
BUTORPHANOL TARTRATE
BUTORPHANOL TARTRATE
BUTORPHANOL TARTRATE
ERYTHROMYCIN

NEOMYCIN SULFATE/POLYMYXIN B SULFATE
NEOMYCIN SULFATE/POLYMYXIN B SULFATE

TRIFLUPERAZINE HYDROCHLORIDE
DESMOPRESSIN ACETATE
IVERMECTIN

IVERMECTIN

FENTANYL CITRATE

SUFENTANIL CITRATE
NISOLDIPINE

MAFENIDE ACETATE
SULFAPYRIDINE

TRIPLE SULFA

CEFIXIME

CEFIXIME
TRIMIPRAMINE MALEATE
BERACTANT
EPINEPHRINE
EFAVIRENZ

Approval Date

10-Jan-86
16-Jan-86
26-Jan-99
5-Jun-97
18-Sep-91
20-May-88
20-May-88
20-May-88
20-May-88
24-Feb-95
2-Feb-83
9-May-01
9-May-01
9-May-01
9-May-01
25-May-99
5-Jan-01
25-May-99
13-Mar-95
9-Sep-97
9-Sep-97
3-Apr-01
29-Mar-96
4-Jan-01
4-Jan-01
26-Apr-96
21-Jun-96
26-Sep-00
17-Jun-98
1-Nov-88
28-May-86
22-Nov-91
27-Feb-98
6-Feb-01
1-May-00
10-Mar-95
5-Feb-99
14-Nov-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
16-023 SLR 035 SYMMETREL AMANTADINE HYDROCHLORIDE 6-Dec-00
18-101 SLR 007 SYMMETREL AMANTADINE HYDROCHLORIDE 6-Dec-00
13-960 SLR 048 SYNALAR FLUOCINOLONE ACETONIDE 2-Mar-95
13-960 SLR 051 SYNALAR FLUOCINOLONE ACETONIDE 2-Mar-95
12-787 SLR 060 SYNALAR FLUOCINOLONE ACETONIDE 6-Mar-95
12-787 SLR 061 SYNALAR FLUOCINOLONE ACETONIDE 6-Mar-95
15-296 SLR 053 SYNALAR FLUOCINOLONE ACETONIDE 6-Mar-95
16-161 SLR 042 SYNALAR-HP FLUOCINOLONE ACETONIDE 24-0Oct-94
11-483 SLR 011 SYNALGOS-DC ASPIRIN/CAFFEINE/DIHYDROCODEINE BITARTR 6-Sep-83
19-886 SLR 012 SYNAREL NAFARELIN ACETATE 7-Dec-95
50-748 SLR 001 SYNERCID QUINUPRISTIN/DALOPRISTIN 13-Jul-00
19-194 SLR 006 SYPRINE TRIENTINE HYDROCHLORIDE 17-Jan-01
08-102 SLR 018 TACE CHLOROTRIANISENE 12-Jun-91
17-920 SLR 087 TAGAMET CIMETIDINE 22-Feb-95
17-924 SLR 058 TAGAMET CIMETIDINE HYDROCHLORIDE 22-Feb-95
17-939 SLR 085 TAGAMET CIMETIDINE HYDROCHLORIDE 22-Feb-95
20-238 SLR 003 TAGAMET HB CIMETIDINE 29-Mar-96
19-434 SLR 027 TAGAMET HCL IN SODIUM CHLORIDE 0.9% CIMETIDINE HYDROCHLORIDE 22-Feb-95
18-458 SLR 010 TALACEN PENTAZOCINE HYDROCHLORIDE/ACETAMINOPHEN 31-Oct-00
16-194 SLR 062 TALWIN PENTAZOCINE LACTATE 24-May-00
16-891 SLR 018 TALWIN COMPOUND ASPIRIN/PENTAZOCINE HYDROCHLORIDE 3-Jan-91
18-733 SLR 007 TALWIN NX PENTAZOCINE HYDROCHLORIDE/NALOXONE HCL 12-Jan-89
18-733 SLR 010 TALWIN NX PENTAZOCINE HYDROCHLORIDE/NALOXONE HCL 12-Jan-89
50-336 SLR 001 TAO TROLEANDOMYCIN 1-Feb-83
07-517 SLR 022 TAPAZOLE METHIMAZOLE 16-Jan-01
20-697 SLR 002 TASMAR TOLCAPONE 16-Nov-98
18-675 SLR 006 TAVIST CLEMASTINE 30-Aug-94
17-661 SLR 043 TAVIST CLEMASTINE FUMARATE 3-Feb-95
20-262 SLR 032 TAXOL PACLITAXEL 10-Dec-99
20-449 SLR 006 TAXOTERE DOCETAXEL 22-Jun-98
20-507 SLR 002 TECZEM DILTIAZEM MALATE/ENALAPRIL MALEATE 3-Mar-00
16-608 SLR 090 TEGRETOL CARBAMAZEPINE 7-Mar-01
18-281 SLR 039 TEGRETOL CARBAMAZEPINE 7-Mar-01
18-927 SLR 031 TEGRETOL CARBAMAZEPINE 7-Mar-01
20-234 SLR 017 TEGRETOL-XR CARBAMAZEPINE 7-Mar-01
08-032 SLR 021 TELEPAQUE IOPANOIC ACID 1-Jul-86
19-322 SLR 010 TEMOVATE CLOBETASOL PROPIONATE 30-Aug-95

19-323 SLR 011 TEMOVATE CLOBETASOL PROPIONATE 30-Aug-95



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
20-340 SLR 002 TEMOVATE E CLOBETASOL PROPIONATE 24-Jul-95
19-032 SLR 011 TENEX GUANFACINE HYDROCHLORIDE 1-Feb-90
18-760 SLR 022 TENORETIC 100 ATENOLOL/CHLORTHALIDONE 4-Apr-00
18-240 SLR 025 TENORMIN ATENOLOL 4-Apr-00
19-058 SLR 012 TENORMIN ATENOLOL 4-Apr-00
07-959 SLR 006 TENSILON EDROPHONIUM CHLORIDE 5-Apr-83
07-959 SLR 006 TENSILON PRESERVATIVE FREE EDROPHONIUM CHLORIDE 5-Apr-83
11-722 SLR 027 TENUATE DIETHYLPROPION 6-May-99
12-546 SLR 029 TENUATE DOSPAN DIETHYLPROPION HYDROCHLORIDE 6-May-99
19-641 SLR 009 TERAZOL 3 TERCONAZOLE 28-Jul-97
19-964 SLR 006 TERAZOL 3 TERCONAZOLE 28-Jul-97
19-579 SLR 010 TERAZOL 7 TERCONAZOLE 28-Jul-97
16-118 SLR 020 TESLAC TESTOLACTONE 24-Aug-99
20-652 SLR 001 TESLASCAN MANGAFODIPIR TRISODIUM 2-Apr-99
11-210 SLR 031 TESSALON BENZONATATE 4-Sep-92
19-762 SLR 002 TESTODERM TESTOSTERONE 28-May-96
19-574 SLR 004 THALITONE CHLORTHALIDONE 8-Apr-94
18-110 SLR 006 THALLOUS CHLORIDE TL 201 THALLIUM CHLORIDE, TL-201 27-Feb-96
17-806 SLR 023 THALLOUS CHLORIDE TL 201 THALLOUS CHLORIDE, TL-201 7-Mar-97
18-150 SLR 013 THALLOUS CHLORIDE TL 201 THALLOUS CHLORIDE, TL-201 22-Nov-99
13-025 SLR 035 THAM TROMETHAMINE 26-Jul-00
19-826 SLR 007 THEOPHYLLINE 0.04% AND DEXTROSE 5% THEOPHYLLINE 24-Jul-96
19-826 SLR 007 THEOPHYLLINE 0.08% AND DEXTROSE 5% THEOPHYLLINE 24-Jul-96
19-826 SLR 007 THEOPHYLLINE 0.16% AND DEXTROSE 5% THEOPHYLLINE 24-Jul-96
19-826 SLR 007 THEOPHYLLINE 0.32% AND DEXTROSE 5% THEOPHYLLINE 24-Jul-96
18-649 SLR 034 THEOPHYLLINE AND DEXTROSE 5% THEOPHYLLINE 4-Sep-96
19-211 SLR 025 THEOPHYLLINE IN DEXTROSE 5% THEOPHYLLINE 5-Feb-96
19-211 SLR 025 THEOPHYLLINE IN DEXTROSE 5% IN PLASTIC CONTAINER THEOPHYLLINE 5-Feb-96
12-429 SLR 015 THIOGUANINE THIOGUANINE 15-Jul-91
20-058 SLR 009 THIOPLEX THIOTEPA 12-Oct-00
08-565 SLR 021 THIOSULFIL SULFAMETHIZOLE 17-Oct-88
11-683 SLR 023 THIOTEPA THIOTEPA 23-Feb-93
09-149 SLR 165 THORAZINE CHLORPROMAZINE HYDROCHLORIDE 22-Apr-98
11-120 SLR 086 THORAZINE CHLORPROMAZINE HYDROCHLORIDE 3-Apr-01
18-087 SLR 013 THYREL TRH PROTIRELIN 23-Jun-94
16-807 SLR 021 THYROLAR-3 LIOTRIX (LIOTHYRONINE NA/LEVOTHYROXINE N 16-Apr-90
20-401 SLR 015 TIAZAC DILTIAZEM HCL EXTENDED RELEASE CAPS 5-Apr-00

50-497 SLR 049 TICAR TICARCILLIN DISODIUM 9-Nov-95



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
19-979 SLR 019 TICLID

17-530 SLR 008 TIGAN

19-660 SLR 016 TILADE
50-590 SLR 029 TIMENTIN
50-658 SLR 004 TIMENTIN
18-061 SLR 025 TIMOLIDE 10-25
18-086 SLR 053 TIMOPTIC
19-463 SLR 020 TIMOPTIC IN OCUDOSE
20-330 SLR 014 TIMOPTIC-XE
50-753 SLR 001 TOBI

50-592 SLR 017 TOBRADEX
50-616 SLR 011 TOBRADEX
50-628 SLR 001 TOBRASONE
50-555 SLR 010 TOBREX
50-541 SLR 002 TOBREX
17-090 SLR 060 TOFRANIL-PM
17-090 SLR 061 TOFRANIL-PM
17-090 SLR 062 TOFRANIL-PM
17-628 SLR 057 TOLECTIN 600
18-084 SLR 041 TOLECTIN DS
15-500 SLR 050 TOLINASE
18-257 SLR 026 TONOCARD
20-505 SLR 005 TOPAMAX
20-844 SLR 002 TOPAMAX SPRINKLE
17-856 SLR 002 TOPICORT
50-493 SLR 029 TOPICYCLINE
19-962 SLR 009 TOPROL-XL
19-645 SLR 004 TORADOL
19-698 SLR 011 TORADOL
12-753 SLR 051 TORECAN
12-753 SLR 057 TORECAN
12-753 SLR 064 TORECAN
12-754 SLR 025 TORECAN
12-754 SLR 028 TORECAN
12-754 SLR 034 TORECAN
18-770 SLR 013 TORNALATE
18-831 SLR 021 TRACRIUM
18-831 SLR 022 TRACRIUM

Active Ingredient
TICLOPIDINE HYDROCHLORIDE

TRIMETHOBENZAMIDE HYDROCHLORIDE
NEDOCROMIL SODIUM

TICARCILLIN DISODIUM&POTASSIUM CLAVLANAT
CLAVULANATE POTASS./TICARCILLIN DISODIUM
HYDROCHLOROTHIAZIDE/TIMOLOL MALEATE
TIMOLOL MALEATE

TIMOLOL MALEATE

TIMOLOL MALEATE

TOBRAMYCIN
TOBRAMYCIN/DEXAMETHASONE OPTHALMIC SOL
DEXAMETHASONE/TOBRAMYCIN
FLUOROMETHOLONE ACETATE/TOBRAMYCIN
TOBRAMYCIN

TOBRAMYCIN

IMIPRAMINE PAMOATE

IMIPRAMINE PAMOATE

IMIPRAMINE PAMOATE

TOLMETIN SODIUM

TOLMETIN SODIUM

TOLAZAMIDE

TOCAINIDE HYDROCHLORIDE

TOPIRAMATE

TOPIRAMATE

DESOXIMETASONE

TETRACYCLINE HYDROCHLORIDE
METOPROLOL SUCCINATE

KETOROLAC TROMETHAMINE

KETOROLAC TROMETHAMINE
THIETHYLPERAZINE MALEATE
THIETHYLPERAZINE MALEATE
THIETHYLPERAZINE MALEATE
THIETHYLPERAZINE MALEATE
THIETHYLPERAZINE MALEATE
THIETHYLPERAZINE MALEATE

BITOLTEROL MESYLATE

ATRACURIUM BESYLATE

ATRACURIUM BESYLATE

Approval Date
14-Jun-00
15-Sep-81
30-Jan-98
27-Feb-96
27-Feb-96
13-Oct-98
18-Sep-00
2-Mar-00
18-Sep-00
11-Sep-98
28-Apr-99
28-Apr-99
7-May-01
18-May-94
13-Jun-94
27-Mar-00
27-Mar-00
27-Mar-00
25-Mar-91
25-Mar-91
28-0ct-99

7-Jul-99
1-May-00
1-May-00
30-Jun-78
27-Mar-86
25-Jun-96
7-Dec-94
7-Dec-94
6-Aug-97
6-Aug-97
6-Aug-97
6-Aug-97
6-Aug-97
6-Aug-97
9-Jul-91
3-Oct-00
3-Oct-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name

Active Ingredient Approval Date

18-831 SLR 021 TRACRIUM PRESERVATIVE FREE ATRACURIUM BESYLATE 3-Oct-00

18-831 SLR 022 TRACRIUM PRESERVATIVE FREE ATRACURIUM BESYLATE 3-Oct-00

11-467 SLR 023 TRANCOPAL CHLORMEZANONE 20-Jan-88
19-425 SLR 019 TRANDATE LABETALOL HYDROCHLORIDE 13-Aug-98
17-874 SLR 009 TRANSDERM SCOP SCOPOLAMINE 27-Oct-81
20-144 SLR 019 TRANSDERM-NITRO NITROGLYCERIN 20-Sep-00
17-105 SLR 043 TRANXENE CLORAZEPATE DIPOTASSIUM 14-Jul-80
17-105 SLR 043 TRANXENE SD CLORAZEPATE DIPOTASSIUM 14-Jul-80
20-304 SLR 009 TRASYLOL APROTININ 24-Jul-00
18-631 SLR 030 TRENTAL PENTOXIFYLLINE 29-Apr-97
17-010 SLR 014 TRIDESILON DESONIDE 12-Jun-95
17-426 SLR 014 TRIDESILON DESONIDE 12-Jun-95
18-537 SLR 015 TRIDIL NITROGLYCERIN 9-Dec-98

10-775 SLR 029 TRILAFON PERPHENAZINE 15-Mar-01
11-213 SLR 021 TRILAFON PERPHENAZINE 15-Mar-01
18-977 SLR 027 TRI-NORINYL 21-DAY NORETHINDRONE/ETHINYL ESTRADIOL 24-Jan-00
19-192 SLR 035 TRIPHASIL-21 LEVONORGESTREL/ETHINYL ESTRADIOL 23-Mar-00
12-697 SLR 011 TRISORALEN TRIOXSALEN,USP 16-Apr-84
50-347 SLR 044 TROBICIN SPECTINOMYCIN HYDROCHLORIDE 27-Sep-95
19-018 SLR 006 TROPHAMINE AMINO ACIDS 7-Sep-88

19-018 SLR 006 TROPHAMINE 10% AMINO ACIDS 7-Sep-88

20-759 SLR 004 TROVAN TROVAFLOXACIN MESYLATE 17-May-00
20-759 SLR 006 TROVAN TROVAFLOXACIN MESYLATE 17-May-00
20-759 SLR 007 TROVAN TROVAFLOXACIN MESYLATE 17-May-00
20-759 SLR 008 TROVAN TROVAFLOXACIN MESYLATE 17-May-00
20-760 SLR 003 TROVAN PRESERVATIVE FREE ALATROFLOXACIN MESYLATE 17-May-00
20-760 SLR 004 TROVAN PRESERVATIVE FREE ALATROFLOXACIN MESYLATE 17-May-00
20-760 SLR 005 TROVAN PRESERVATIVE FREE ALATROFLOXACIN MESYLATE 17-May-00
20-760 SLR 006 TROVAN PRESERVATIVE FREE ALATROFLOXACIN MESYLATE 17-May-00
20-408 SLR 021 TRUSOPT DORZOLAMIDE HYDROCHLORIDE 18-Sep-00
05-657 SLR 009 TUBOCURARINE CHLORIDE TUBOCURARINE CHLORIDE 10-Jun-87
06-325 SLR 009 TUBOCURARINE CHLORIDE TUBOCURARINE CHLORIDE 2-Sep-93

06-095 SLR 034 TUBOCURARINE CHLORIDE TUBOCURARINE CHLORIDE 26-Feb-99
06-095 SLR 038 TUBOCURARINE CHLORIDE TUBOCURARINE CHLORIDE 26-Feb-99
19-111 SLR 002 TUSSIONEX HYDROCODONE POLISTIREX/CHLORPHENIR. POLI 26-Nov-93
19-111 SLR 003 TUSSIONEX HYDROCODONE POLISTIREX/CHLORPHENIR. POLI 26-Nov-93
19-872 SLR 009 TYLENOL ACETAMINOPHEN 25-Jul-00
20-478 SLR 003 ULTANE SEVOFLURANE 6-Aug-98



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
20-630 SLR 003 ULTIVA

20-281 SLR 015 ULTRAM
20-220 SLR 001 ULTRAVIST 150
20-220 SLR 001 ULTRAVIST 240
20-220 SLR 001 ULTRAVIST 300
20-220 SLR 001 ULTRAVIST 370
50-608 SLR 017 UNASYN
50-320 SLR 011 UNIPEN
50-111 SLR 006 UNIPEN

20-729 SLR 005 UNIRETIC
20-312 SLR 016 UNIVASC
12-892 SLR 016 URACIL MUSTARD
12-154 SLR 024 UREAPHIL
16-769 SLR 026 URISPAS
20-675 SLR 007 URSO

19-355 SLR 003 VAGISTAT-1
20-676 SLR 001 VAGISTAT-1
20-676 SLR 003 VAGISTAT-1
13-263 SLR 067 VALIUM

16-087 SLR 069 VALIUM

20-487 SLR 004 VALTREX
19-589 SLR 001 VANCENASE AQ
20-469 SLR 002 VANCENASE AQ
20-469 SLR 003 VANCENASE AQ
17-573 SLR 040 VANCERIL
50-671 SLR 004 VANCOCIN HCL
50-606 SLR 014 VANCOCIN HCL
50-674 SLR 008 VANTIN

50-675 SLR 013 VANTIN

19-002 SLR 009 VASCOR
16-783 SLR 029 VASCORAY
19-221 SLR 025 VASERETIC
18-988 SLR 006 VASOCIDIN
18-746 SLR 009 VASOCON-A
18-998 SLR 057 VASOTEC
19-309 SLR 022 VASOTEC
06-772 SLR 006 VASOXYL
12-665 SLR 039 VELBAN

Active Ingredient
REMIFENTANIL HCL

TRAMADOL HYDROCHLORIDE

IOPROMIDE

IOPROMIDE

IOPROMIDE

IOPROMIDE

SULBACTAM SODIUM/AMPICILLIN SODIUM
NAFCILLIN SODIUM

NAFCILLIN SODIUM

MOEXIPRIL HCL/HCTZ

MOEXIPRIL HYDROCHLORIDE

URACIL MUSTARD

UREAPHIL

FLAVOXATE

URSODIOL

TIOCONAZOLE 6.5%

TIOCONAZOLE

TIOCONAZOLE

DIAZEPAM

DIAZEPAM

VALACYCLOVIR HCL

BECLOMETHASONE DIPROPIONATE MONOHYDRATE
BECLOMETHASONE DIPROPIONATE MONOHYDRATE
BECLOMETHASONE DIPROPIONATE MONOHYDRATE
BECLOMETHASONE DIPROPIONATE

VANCOMYCIN HYDROCHLORIDE

VANCOMYCIN HYDROCHLORIDE

CEFPODOXIME PROXETIL

CEFPODOXIME PROXETIL

BEPRIDIL HYDROCHLORIDE

IOTHALAMATE MEGLUMINE/IOTHALAMATE SODIUM
ENALAPRIL MALEATE/HYDROCHLOROTHIAZIDE
PREDNISOLONE SODIUM PO4/SULFACETAMIDE NA
ANTAZOLINE PHOSPHATE/NAPHAZOLINE HCL
ENALAPRIL MALEATE

ENALAPRILAT

METHOXIMINE HYDROCHLORIDE

VINBLASTINE SULFATE

Approval Date
23-Jun-99
21-Aug-98
30-May-95
30-May-95
30-May-95
30-May-95

5-Nov-93
20-Jul-88
10-Apr-91
5-Apr-00
11-Apr-01
6-May-99
6-Jun-00
8-Oct-82
8-Mar-01
31-Jan-92
24-Apr-01
24-Apr-01
13-Jan-84
27-Jun-85
13-Jan-97
15-Dec-88
13-Feb-97
13-Feb-97
8-Feb-99
8-Jan-98
6-Feb-01
14-Mar-96
19-Mar-97
12-Jul-00
13-Jan-95
17-Feb-99
8-Jun-95
6-Mar-97
17-Feb-99
17-Feb-99
15-May-87
24-Aug-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
19-450 SLR 017 VELOSULIN BR HUMAN INSULIN PURIFIED HUMAN SEMISYNTHETIC 16-Apr-97
21-135 SLR 001 VENOFER IRON SUCROSE 13-Feb-01
18-473 SLR 028 VENTOLIN ALBUTEROL 30-Jul-98
19-269 SLR 016 VENTOLIN ALBUTEROL SULFATE 18-Sep-98
19-773 SLR 010 VENTOLIN ALBUTEROL SULFATE 18-Sep-98
19-489 SLR 018 VENTOLIN ROTACAPS ALBUTEROL SULFATE 30-Jul-98
18-768 SLR 041 VEPESID ETOPOSIDE 2-Apr-99
19-557 SLR 023 VEPESID ETOPOSIDE 2-Apr-99
19-614 SLR 027 VERELAN VERAPAMIL HYDROCHLORIDE 5-Jun-99
20-943 SLR 002 VERELAN PM VERAPAMIL HCL 4-Jun-99
17-481 SLR 038 VERMOX MEBENDAZOLE 13-Feb-98
18-654 SLR 024 VERSED MIDAZOLAM HYDROCHLORIDE 19-Feb-99
18-654 SLR 028 VERSED MIDAZOLAM HYDROCHLORIDE 19-Feb-99
20-942 SLR 004 VERSED MIDAZOLAM HCL 17-May-01
20-438 SLR 001 VESANOID TRETINOIN 14-Feb-00
20-474 SLR 007 VEXOL RIMEXOLONE 11-Sep-98
20-895 SLR 005 VIAGRA SILDENAFIL CITRATE 21-Jan-00
50-006 SLR 005 VIBRAMYCIN DOXYCYCLINE 11-May-92
50-006 SLR 007 VIBRAMYCIN DOXYCYCLINE 11-May-92
50-007 SLR 010 VIBRAMYCIN DOXYCYCLINE HYCLATE 11-May-92
50-007 SLR 011 VIBRAMYCIN DOXYCYCLINE HYCLATE 11-May-92
50-442 SLR 006 VIBRAMYCIN DOXYCYCLINE HYCLATE 11-May-92
50-480 SLR 005 VIBRAMYCIN DOXYCYCLINE CALCIUM 11-May-92
50-480 SLR 006 VIBRAMYCIN DOXYCYCLINE CALCIUM 11-May-92
50-533 SLR 026 VIBRA-TABS DOXYCYCLINE HYCLATE 11-May-92
20-154 SLR 032 VIDEX DIDANOSINE 24-Jul-00
20-155 SLR 023 VIDEX DIDANOSINE 24-Jul-00
21-042 SLR 003 VIOXX ROFECOXIB 17-Mar-00
21-052 SLR 003 VIOXX ROFECOXIB 17-Mar-00
50-486 SLR 011 VIRA-A VIDARABINE 4-Aug-97
50-486 SLR 014 VIRA-A VIDARABINE 4-Aug-97
20-778 SLR 014 VIRACEPT NELFINAVIR MESYLATE 5-Apr-01
20-779 SLR 032 VIRACEPT NELFINAVIR MESYLATE 5-Apr-01
20-636 SLR 014 VIRAMUNE NEVIRAPINE 6-Nov-00
20-933 SLR 003 VIRAMUNE NEVIRAPINE 6-Nov-00
18-859 SLR 024 VIRAZOLE RIBAVIRIN 26-Sep-94
18-299 SLR 009 VIROPTIC TRIFLURIDINE 17-Oct-97

19-407 SLR 001 VISINE L.R. OXYMETAZOLINE HYDROCHLORIDE 27-Oct-89



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
20-351 SLR 001 VISIPAQUE 270
20-351 SLR 001 VISIPAQUE 320
18-285 SLR 022 VISKEN

11-111 SLR 033 VISTARIL
11-459 SLR 036 VISTARIL
20-638 SLR 002 VISTIDE

20-323 SLR 023 VIVELLE

19-604 SLR 007 VOLMAX

20-037 SLR 005 VOLTAREN
19-201 SLR 022 VOLTAREN
16-033 SLR 005 VONTROL
12-179 SLR 018 VOSOL

12-770 SLR 024 VOSOL HC
18-644 SLR 014 WELLBUTRIN
18-644 SLR 015 WELLBUTRIN
18-644 SLR 016 WELLBUTRIN
18-644 SLR 017 WELLBUTRIN
18-644 SLR 018 WELLBUTRIN
18-644 SLR 019 WELLBUTRIN
18-644 SLR 020 WELLBUTRIN
18-644 SLR 021 WELLBUTRIN
20-358 SLR 007 WELLBUTRIN SR
20-358 SLR 008 WELLBUTRIN SR
20-358 SLR 012 WELLBUTRIN SR
20-358 SLR 013 WELLBUTRIN SR
20-358 SLR 014 WELLBUTRIN SR
20-358 SLR 015 WELLBUTRIN SR
20-358 SLR 016 WELLBUTRIN SR
12-885 SLR 036 WINSTROL
08-248 SLR 007 WYAMINE SULFATE
06-343 SLR 011 WYDASE

18-587 SLR 022 WYTENSIN
20-597 SLR 014 XALATAN
18-276 SLR 035 XANAX

20-896 SLR 009 XELODA

20-766 SLR 003 XENICAL

20-766 SLR 004 XENICAL

08-816 SLR 013 XYLOCAINE

Active Ingredient
IODIXANOL

IODIXANOL

PINDOLOL

HYDROXYZINE HYDROCHLORIDE
HYDROXYZINE PAMOATE
CIDOFOVIR

ESTRADIOL

ALBUTEROL SULFATE
DICLOFENAC SODIUM
DICLOFENAC SODIUM
DIPHENIDOL HYDROCHLORIDE
ACETIC ACID, GLACIAL
HYDROCORTISONE/ACETIC ACID, GLACIAL
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
BUPROPION HYDROCHLORIDE
STANOZOLOL
MEPHENTERMINE SULFATE
HYALURONIDASE

GUANABENZ ACETATE
LATANOPROST

ALPRAZOLAM

CAPECITABINE
ORLISTAT/TETRAHYDROLIPSTATIN
ORLISTAT/TETRAHYDROLIPSTATIN
LICOCAINE HYDROCHLORIDE

Approval Date
10-Oct-97
10-Oct-97
19-Aug-92
21-Mar-01
21-Mar-01
14-Nov-96
16-Aug-00
20-Nov-97
3-May-95
20-Apr-98

6-Jun-86
29-Jul-97
29-Jul-97
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
10-Apr-00
27-Feb-92
31-May-88
17-Apr-00
23-Jul-97
26-Dec-00
2-May-00
30-Apr-01
6-Apr-00
6-Apr-00
11-Jul-84



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
08-048 SLR 008 XYLOCAINE LICOCAINE 24-Jul-86
14-394 SLR 009 XYLOCAINE LIDOCAINE 28-Mar-94
06-488 SLR 061 XYLOCAINE LIDOCAINE HYDROCHLORIDE 26-May-99
16-297 SLR 011 XYLOCAINE 1.5% W/ DEXTROSE 7.5% LIDOCAINE/DEXTROSE 31-May-88
10-417 SLR 022 XYLOCAINE 4% PRESERVATIVE FREE LIDOCAINE HYDROCHLORIDE 12-Mar-99
10-496 SLR 019 XYLOCAINE 5% W/ GLUCOSE 7.5% LIDOCAINE HYDROCHLORIDE/GLUCOSE 12-Mar-99
16-801 SLR 033 XYLOCAINE PRESERVATIVE FREE LIDOCAINE HYDROCHLORIDE 4-Feb-97
09-470 SLR 020 XYLOCAINE VISCOUS LIDOCAINE HYDROCHLORIDE 18-Apr-94
06-488 SLR 061 XYLOCAINE W/ EPINEPHRINE LIDOCAINE HYDROCHLORIDE 26-May-99
21-066 SLR 001 ZADITOR KETOTIFEN FUMARATE OPHTHALMIC SOL 0.025% 8-Mar-00
20-677 SLR 001 ZAGAM SPARFLOXACIN 19-Oct-99
20-677 SLR 002 ZAGAM SPARFLOXACIN 19-Oct-99
50-577 SLR 013 ZANOSAR STREPTOZOCIN 5-May-99
19-090 SLR 044 ZANTAC RANITIDINE HYDROCHLORIDE 9-May-01
19-593 SLR 032 ZANTAC RANITIDINE HYDROCHLORIDE/SODIUM CHLORIDE 9-May-01
19-675 SLR 024 ZANTAC RANITIDINE HYDROCHLORIDE 9-May-01
20-251 SLR 010 ZANTAC 150 RANITIDINE HYDROCHLORIDE 9-May-01
18-703 SLR 060 ZANTAC 300 RANITIDINE HYDROCHLORIDE 9-May-01
20-095 SLR 012 ZANTAC 300 RANITIDINE HYDROCHLORIDE 9-May-01
20-520 SLR 010 ZANTAC 75 RANITIDINE HCL 29-May-01
12-380 SLR 022 ZARONTIN ETHOSUXIMIDE 9-Apr-01
12-380 SLR 023 ZARONTIN ETHOSUXIMIDE 9-Apr-01
12-380 SLR 025 ZARONTIN ETHOSUXIMIDE 9-Apr-01
17-386 SLR 030 ZAROXOLYN METOLAZONE 13-Aug-99
19-982 SLR 007 ZEBETA BISOPROLOL FUMARATE 4-Apr-00
20-819 SLR 004 ZEMPLAR PARICALCITOL INJECTION 13-Sep-00
20-214 SLR 013 ZEMURON ROCURONIUM BROMIDE 5-Jun-01
20-214 SLR 013 ZEMURON (P/F) ROCURONIUM BROMIDE 5-Jun-01
20-412 SLR 013 ZERIT STAVUDINE 27-Sep-00
20-413 SLR 005 ZERIT STAVUDINE 27-Sep-00
19-777 SLR 033 ZESTRIL LISINOPRIL 1-May-98
20-186 SLR 011 ZIAC BISOPROLOL FUMARATE/HYDROCHLOROTHIAZIDE 4-Apr-00
20-977 SLR 003 ZIAGEN ABACAVIR SULFATE TABLETS 27-Jul-00
20-978 SLR 004 ZIAGEN ABACAVIR SULFATE ORAL SOLUTION 27-Jul-00
50-558 SLR 044 ZINACEF CEFUROXIME SODIUM 23-Dec-96
50-558 SLR 047 ZINACEF CEFUROXIME SODIUM 23-Dec-96
50-643 SLR 007 ZINACEF CEFUROXIME SODIUM 23-Dec-96

50-643 SLR 009 ZINACEF CEFUROXIME SODIUM 23-Dec-96



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name Active Ingredient Approval Date
50-670 SLR 014 ZITHROMAX AZITHROMYCIN 11-Nov-00
50-693 SLR 002 ZITHROMAX AZITHROMYCIN 11-Nov-00
50-710 SLR 006 ZITHROMAX AZITHROMYCIN 11-Nov-00
50-730 SLR 004 ZITHROMAX AZITHROMYCIN 11-Nov-00
50-733 SLR 005 ZITHROMAX AZITHROMYCIN 28-Feb-01
19-766 SLR 039 ZOCOR SIMVASTATIN 22-Aug-00
20-007 SLR 031 ZOFRAN ONDANSETRON HYDROCHLORIDE 8-Dec-00
20-007 SLR 032 ZOFRAN ONDANSETRON HYDROCHLORIDE 8-Dec-00
20-403 SLR 010 ZOFRAN ONDANSETRON HCL DIHYDRATE 8-Dec-00
20-403 SLR 011 ZOFRAN ONDANSETRON HCL DIHYDRATE 8-Dec-00
20-103 SLR 018 ZOFRAN ONDANSETRON HYDROCHLORIDE 13-Dec-00
20-605 SLR 005 ZOFRAN ONDANSETRON HCL 13-Dec-00
20-781 SLR 002 ZOFRAN ODT ONDANSETRON 13-Dec-00
20-007 SLR 031 ZOFRAN PRESERVATIVE FREE ONDANSETRON HYDROCHLORIDE 8-Dec-00
20-007 SLR 032 ZOFRAN PRESERVATIVE FREE ONDANSETRON HYDROCHLORIDE 8-Dec-00
19-726 SLR 030 ZOLADEX GOSERELIN ACETATE IMPLANT 3.6 MG 3-Nov-99
20-578 SLR 009 ZOLADEX GOSERELIN ACETATE IMPLANT 3-Nov-99
19-839 SLR 027 ZOLOFT SERTRALINE HYDROCHLORIDE 22-Feb-01
19-839 SLR 037 ZOLOFT SERTRALINE HYDROCHLORIDE 22-Feb-01
20-990 SLR 005 ZOLOFT SERTRALINE HCL 22-Feb-01
11-903 SLR 014 ZOLYSE CHYMOTRYPSIN 8-Jul-92
20-768 SLR 003 ZOMIG ZOLMITRIPTAN 1-May-00
50-684 SLR 002 ZOSYN PIPERACILLIN SODIUM/TAZOBACTAM SODIUM 13-Jul-94
50-684 SLR 004 ZOSYN PIPERACILLIN SODIUM/TAZOBACTAM SODIUM 13-Jul-94
18-603 SLR 020 ZOVIRAX ACYCLOVIR SODIUM 19-May-99
18-828 SLR 022 ZOVIRAX ACYCLOVIR 15-Mar-00
18-828 SLR 024 ZOVIRAX ACYCLOVIR 15-Mar-00
19-909 SLR 014 ZOVIRAX ACYCLOVIR 15-Mar-00
20-089 SLR 012 ZOVIRAX ACYCLOVIR 15-Mar-00
18-604 SLR 016 ZOVIRAX ACYCLOVIR 30-May-01
18-604 SLR 018 ZOVIRAX ACYCLOVIR 30-May-01
20-711 SLR 008 ZYBAN BUPROPION HCL 28-Nov-00
20-711 SLR 009 ZYBAN BUPROPION HCL 28-Nov-00
20-711 SLR 010 ZYBAN BUPROPION HCL 28-Nov-00
20-471 SLR 008 ZYFLO ZILEUTON 23-Apr-01
16-084 SLR 035 ZYLOPRIM ALLOPURINOL 8-Dec-82
20-592 SLR 010 ZYPREXA OLANZAPINE 11-Jan-99

19-835 SLR 010 ZYRTEC CETIRIZINE HYDROCHLORIDE 25-Feb-00



MOST RECENTLY APPROVED LABELING SUPPLEMENTS FOR CURRENTLY MARKETED NDAs ORDERED BY TRADE NAME

NDA No. Supp No. Trade Name
20-346 SLR 006 ZYRTEC
21-130 SLR 001 ZYVOX
21-131 SLR 001 ZYVOX
21-132 SLR 001 ZYVOX

Active Ingredient Approval Date
CETIRIZINE HYDROCHLORIDE 25-Feb-00
LINEZOLID 6-Feb-01
LINEZOLID 6-Feb-01

LINEZOLID 6-Feb-01



